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1 Welcome to the ESFC

The food chain is increasingly complex. The EU's food policy has been built around high
food safety standards that serve to protect and promote the health of the EU consumer.

The implementation of Regulation (EU) 2019/1381 on the transparency and sustainability
of EU risk assessment in the food chain (“Transparency Regulation”) is central to
strengthening the reliability, objectivity and independence of submitted studies. A key
component in this process transparency is the E-Submission Food Chain (ESFC) platform
for food chain authorisations.

Launch the platform:m

How has the system evolved?

The previous submission method was based around paper and CD-loaded data.
On 27 March, 2021 that system ended. The ESFC platform operates for all food
domains, excluding plant protection products and MRLs, which use IUCLID, providing
all stakeholders and actors with a structured and transparent time-controlled process.

The platform demands the same level of detail from applicants as the former process,
however it provides food business operators an electronic method of submitting, tracking
and interacting with the assessors throughout their application, as well as supporting
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them in complying with the Transparency Regulation, linking to revised EFSA guidance
documents.

Authorisation process principles

The input procedures for all food sectors are broadly similar and defined by legislation.
Risk Assessment is performed by the European Food Safety Authority (EFSA) — the
independent agency responsible for the risk assessment — whereas Risk Management
and ultimate approval or rejection are carried out by the European Commission (EC) or
Member States (MS).

1. All submitted dossiers are funneled through the ESFC platform to the body which
is legally charged to receive them — either a Member State Competent Authority
(MS-CA) or EC. The path depends on the food domain.

2. Once there is a mandate to proceed, EFSA proceeds with the Risk Assessment and
produces a Scientific Opinion.

3. The EC or MS may, as the risk manager, use the published opinion as basis for
deciding on its authorisation.

The main benefits of the e-submission process

Only through the ESFC platform can a food operator submit its dossier to gain EU-wide
authorisation — or a renewal or modification of an existing authorisation.

* The authorisation procedure has been streamlined and centralised.

» Applicants submit, and can follow the progress of their applications, and assessors can
perform their tasks with trackable applicant interactions — i.e. Requests for Information
(RFI1) and via the communications channel for some domains.

* The system enables an audit trail and central data storage.
» Confidentiality requests can be made and justified line by line.

» Process efficiency is improved by establishing deadlines for the risk assessment — a
more timely and predictable authorisation procedure.

NOTE
g Please note that applicants should use IUCLID plant protection products and

MRL submissions. You will find more information about the IUCLID system in the EFSA
Toolkit.

Welcome to the ESFC
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TIP

@ Because notifications arrive by email, to minimise avoidable delay or missing a
response/comment window, the Applicant should ensure that all of its ESFC platform
users maintain and monitor a stable IT environment (i.e. following mailbox filtering and
spam protocols etc).

Be aware that after you click on a notification appearing under the bell icon £ it
disappears from the drop-down list.

Welcome to the ESFC
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2 Pre-submission phase

VALIDATION PHASE RISK ASSESSMENT PHASE ; RISK MANAGEMENT PHASE OUTCOME

RRE-SUBMISSION PHAS!

Applicants can benefit prior to submitting their application by receiving pre-submission
advice for renewals, or by requesting general pre-submission advice from EFSA. More
information is available in EFSA's Practical arrangements on pre-submission phase and
public consultations.

Currently the integration with Connect.EFSA is not implemented, so the up-to-date
information held on Connect.EFSA needs to be manually added in ESFC.

Pre-submission engagement with EFSA

% The obligation for study notifications is only for newly If requested by the Applicant, EFSA
‘% commissioned studies (as of 27 March, 2021) provides general pre-submission advice
to the applicant. Potential applicants
shall notify EFSA of the studies they
commission to support their
applications.

Planned studies

EE(E =
E @ X X An applicant develops its
foc')d-rglated substan_ce, product and || Connect.EFSA1
Ongomg studies scientific data over time.

EFSA issues a pre-Application ID.

All subsequent activity — EFSA Study

@ @ % 3 During this period, maybe long before T i S o
icati ] ared, EFSA i
the appl]catlon can be prepat list of people working on behalf of the

can advise on the rules applicable to,

Exmng research and the content required for, the _%8%?_ Applicant — are all associated with this
application or notification prior to its %8%% umbrella ID.
submission. -2024-
Confldentlal files “
M Forecasts %

Methodology &

Years may pass from the Applicant's earliest contact with EFSA until
the application is ready to be submitted. The pre-submission phase
takes place outside the e-submission platform, electronically or by
request.

Non-confidential versions

This engagement with EFSA for advice is not mandatory. However the
pre-notification of studies to EFSA is required — all studies supporting
an application and commissioned after 27 March, 2021 must be
notified and referred to during submission. The absence of an EFSA
Study ID will delay or invalidate the dossier unless clearly justifed.

1. Information from Connect.EFSA is not automatically
retrieved by ESFC

Wider insights and resources

Practical arrangements on pre-submission phase and public consultations
Applications Toolkit

Ask EFSA a question & FAQs

Connect.EFSA portal

Pre-submission phase 4
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2.1 User recognition in EFSA

If an applicant company sought pre-submission advice from EFSA and/or has notified
studies, it would have set up an EFSA access account. This would require an
'‘administrator’ main contact to list his/her team by their individual email addresses in the
Connect.EFSA portal. These contact people would later create and input the dossier and
should be kept up to date in the portal.

Note that this information is not retrieved by ESFC automatically.

User & Applicant connected

The Applicant may engage O O ©o EFSA creates a record of the
with EFSA directly before At At Aa applicant company and its
inputting their dossier. User  User  User recognised user contacts.

The company registers its Pre-Application ID It issues pre-Application IDs that
dossier team by name enable certain fields to be pre-
and email, and receives filled during input, and prompt
pre-Application IDs which EFSA Study IDs.

map all activities.

\‘.’JeFSG [ [,

ESFC Platform

The Applicant's users must use their
EC login to access
the platform.

User User User

— The user inputs the appropriate
applicant company for the dossier.

~~~~~~~~~ — The platform does not populate
fields administrative fields.

— The user must proceed manually.

The ESFC platform will require each user to have a personal EU login to access and
create a dossier. That is the only prerequisite.

NOTE
g There can be multiple users for one dossier, see Manage dossier access [10].

Pre-submission phase 5
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3 Ready to submit

|| Validation @ Dissemination of non-confidential information s—]

. EC or MS receive y EFSA perform the EFSA risk
D¢ ris

GDElicalt and check ifthe PARWI itability check

ar?«;esﬁjabr;sits dossier is > or dossier assessment

dossier via admissable validation phase

EFSC

Pre-submission
phase

Opinion )
— malrfggr:rljent OUTCOME
phase \/ X

advice & studies
pre-notifications

RFI can be sent at RFI can be sent at
this stage this stage

RFI can be sent at
this stage

Assessment of

|I confidentiality requests

The ESFC platform has been developed to allow applicants submit and follow-up on
dossiers through one online web interface. It displays each domain's content structure as
required for scientific risk assessment and integrates the transparency requirements laid
down in law. It also:

» provides a clear structure for requesting confidentiality treatment

+ displays contextual help for each section based on EFSA guidance.

Launch the platform:m

NOTE
g The Autosave function ensures that the encoded content is saved automatically. There
is no 'Save' button on the platform.

TIP
To access the platform, you need an EU Authentication Login account [8].

Ready to submit 7
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3.1 How to log in

You need an EU Authentication Login to access the ESFC platform.

If you don't have an EU Login account, please use this link:

o
glish (en) v~

One accoun t. many EU services s @
Creste 3 scoount m

Create an account

Help for extemal users
First name

Last name

E-mail

Confirm e-mail

E-mail language

Engiish (en) v

Enter the code

O By checking this box, you
have read and understood the privacy state

Aboul EULogin Cookies ~ Privacy Stalement Confact Help Powered by

A

~ European
European Union  EU institutions Commission

If you already have a user account for EU Login, you can log directly into the ESFC
platform via this link:

EUCooin ccas
@ | Ensish v
Gne accoun t, many EU services e renh e

Sign in to continue

Welcome back

dominic@erder
(Exten

rivacy Statement  Contact  Help Powered by

uropean
tutions

Ready to submit


https://webgate.ec.europa.eu/cas/eim/external/register.cgi
http://[12:36] FABRE Caroline (SANTE-EXT)     by the way the official URL is now : https://webgate.ec.europa.eu/esfc
https://webgate.ec.europa.eu/esfc

How to submit a dossier for EU authorisation

NOTE

If you want to change your EU Login password, or edit your EU authentication login

account, click here.

EU Login
one a

ccount, many EU services

My Account

o 2

My account details Modify my personal data

o o@

Manage my Security
Keys and Trusted
Platforms

Manage my mobile
devices

£ ©

Link my eID Delete all my devices
u can link your &10 o your EU and elD (PANIC)
Login act 3 :

AboulEU Login  Cookies  Privacy Stalement Contact  Help

European Union  EU institutions

Ready to submit

The account will become inactive after six months if not used, but still accessible. You
will be prompted to create a new password.

= o -

Dominic TURNBULL {3}

'3

Delete my account

4

Manage my mobile
phone numbers

O

Display my sessions

ou can view the sessions opened
for visited applications

Powered by

European
Commission
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3.2 Dossier access management

The ESFC dashboard presents all ongoing and closed dossiers. The dashboard 'owner’
can add team members to any of their dossiers. New users must be added with the same
email address as their EU login. Thereafter, these new users will be able to contribute to
the dossier's development — indeed they will hold the same user rights as the dossier
owner. All users will receive notification emails.

1. Provide access to other users by clicking the 'Manage dossiers access' option in the
top-right dropdown menu ' ¥ ',

2 Applicant Training = a

applicant

Privacy statement
Unsubscribe

Cookie details

Manage dossiers access

2. Click 'Add owner' and input their email address. This must be the same as that used
to perform their EU login.

E-SUBMISSION Food chain platform - ipp\icamTrailning- En

applicant

Manage applicant user access to dossier

7] Id Type Current state Current phase Owner(s)
[J]
FAD-2021-24238 Food Additives Suitability/Completeness ~ Validity Confirmation by applicanttraining7@gmail.com
Check complete EC
FCM 2020/16920 Substance to be Validity Confirmed Risk Assessment by applicanttraining7@gmail.com
used in plastic EFSA
materials

FCM 2020/16940  Substance to be
usedin

Opinion Adopted Risk Management by EC  applicantiraining7@gmail.com phoneyman@xyz.com

3. You can add multiple users, which appear with equal weight. All share the same
dossier editing status.

FCM 2020/16940  Substance to be Opinion Adopted Risk Management by EC newuser] @xyz.com x
used in plastic

materials applicanttraining 7@gmail.com x

=

phoneyman@:xyz.com X

Ready to submit 10
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4. Click the 'x' to remove a dossier user. Note that you will always be required to retain
at least one user.

Do you really want 1o delete the owner newuser@xyz.com ?

NOTE
Q Around 90% of users who actively input a dossier are consultants, not directly
employed by a single applicant. They often act on behalf of multiple food business
operators. Therefore, it is important that the user relationship to each applicant is clear
from the outset.

TIP
@ Users who have been given access will obtain complete access in 'edit' mode. In the
future we foresee a 'read-only' alternative.

n WARNING
If you transfer the dossier to another person, and then delete all other users, make sure
in advance that their email address is correct, accessible, and they can log into the
ESFC platform — because theirs will become the only dossier access-point once you
complete the action.

Ready to submit 1"
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4 How to build your dossier

" @
. e

RISK ASSESSMENT PHASE RISK MANAGEMENT PHASE OUTCOME

PRE-SUBMISSION PHASE

el

SUBMISSION PHASE

A "dossier" is an application or notification submitted to the platform. The procedures
for this, as well as the data requirements for all food sectors, are defined by the respective
legislation and/or EFSA guidance documents.

NOTE

3 Please note that for plant protection products and MRL submissions, applicants should
be using the IT tool IUCLID. You will find more information about the IUCLID system in
the EFSA Toolkit.

TIP

@ If certain fields do not apply in the context of your dossier, for example in the case of a
submission supporting a modification or extension of an already existing authorisation,
you can check the 'Not applicable' box, then provide a suitable explanation in the text
field that appears. You will notice a disclaimer stating that this entry will be publicly
available.

The Applicant is expected to submit a complete application, including all relevant
information available at the time of submission. Once submitted, the dossier is locked
and cannot be edited unless requested to do so by an authority.

The Applicant or authorisation holder may, however, submit supplementary information to
support their dossier. Contact EFSA directly for guidance on how to submit the additional
data.

TIP
@ Go to User Recognition [5] to better understand how to simplify the input process.

How to build your dossier 12
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4.1 Food Contact Materials

FOOD CONTACT

MATERIALS 2 ) o) o)
Applicant drafts & r / ;J \ , / , /
submits dossier RFI REI .
Acknowledge J
&
AT S Administrative |
Validity check

Completeness Risk
check Assessment
(30 days) (6 months)
European i Adoption of
Commission Management authorisation

Withdraw or

terminate dossier

Food comes into contact with many materials and articles during its production,
processing, storage, preparation and serving, before its eventual consumption. Such
materials and articles are called Food Contact Materials (FCMs). Food contact materials
are either intended to be brought into contact with food, are already in contact with food,
or can reasonably be brought into contact with food or transfer their constituents to the
food under normal or foreseeable use.

Application type and legislation

Authorisation type Application type In accordance with
Substance to be used in plastic FCM  Application for the authorisation of a new substance Regulation (EC) 1935/2004

Application for the extension of use of an already authorised substance

Recycling Process Application for the authorisation of a new recycling process Regulation (EC) 1935/2004
Application for the modification of use an already authorised recycling process

Regenerated Cellulose Film Application for the authorisation of a new substance Regulation (EC) 1935/2004
Application for the extension of use of an already authorised substance

Active & intelligent Materials Application for the authorisation of new substance(s) Regulation (EC) 1935/2004

Application for the extension of use of already authorised substance(s)

TIP

All dossier types selected in this category will generate a template built according to
EFSA guidance and legislation. We use the sub-domain 'Substance to be used in

plastic' to demonstrate the submission process. Other FCM application types follow
the same input procedures.

How to build your dossier 13
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4.1.1 Getting started

Create a dossier: Substance to be used in plastic materials

The following procedures and interactions with the ESFC platform are applicable for all
domains.

1. According to EFSA guidance and EC regulation, the distinct domain template will
be generated via the following steps. Select Food Contact Materials from the Food
domain list. Then choose your domain, in this example we select Substance to be
used in plastic materials, the Application type, the Recipient Member State and
the appropriate Competent Authority.

=8l E-SUBMISSIONS ¢ e . Dominic Turnbull — x £ d 'S Dominic Turnbull ~
= b~ @ = PEEEESE ominic Tunbul~ (&)
@ @

a Start new application - Start new application

a 1 Food domain st &

2] e

o o

=f csuBMISSIONS d a Dominic =f csuBMISSIONS

& A

e Start new application a Start new application

o 1| Food Contact Material *

] ]

(c]
(c]

= c©susMISsIONS & oomnicTunbul - (@ E-SUBMISSIONS & oomiicTurbul~ (@
applcan apicnt
L
=1 Start new application Start new application
&
1 Food Contact Material v 1 Food Contact Material v
o
2 substance to be used in plastic materials v 2 | Substance o be used in plastic materials v
o

3 Application for the authorisation of a new substance v 3| Application for the authorisation of a new substance

5 | Recipient organisation/Competent Authority |

How to build your dossier 14
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Complete the administrative data. Note the mandatory fields (¥). If your login email
is associated with one or more applicant companies, a list will drop down. From

this you can select the appropriate Applicant. The system assigns a dossier number
that remains throughout the process. The top-right notification bell indicates activity.
Note: The user recognition function is currently disabled. Applicants can still

proceed and input the information manually.

SUBMISSIONS

'ood Contact
Material Application
FCM 2021/22164

MEMBER STATES / COMPETENT
AUTHORITIES

AUTHORISATION TYPE

APPLICATION TYPE

How to build your dossier

Administrative Data

Applicant/Company name *

Phone number *

Country *

15
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3. The top of the left pane shows the dossier status and phase. The three
dossier sections (Administrative Data, Public summary, Technical Dossier) remain
throughout. Your selected MS-CA displays, but you can select an alternative MS-CA,
if one exists, via the dropdown menu that appears. The bottom section displays the
authorisation and application type.

E-SUBMISSIONS Foodtand fee

®
Food Contact Material Application
FCM 2021/22164

DOSSIER DATA

Administrative Data

Public summary

Technical Dossler

v s oot
iy

MEMBER STATES / COMPETENT
AUTHORITIES

Austria

Bundesministerium fir Arbeit, Sozi
und 1S

{BMASGK) - Federal Ministry of

Labour, Social Affairs Heaith and Con-

sumer Protection

AUTHORISATION TYPE
‘Substance to be used in plastic materials

APPLICATION TYPE
Application for the suthorisation of 2 new
substance

4. Click the '"?' to see contextual help for the section, if available.

The Applicant is the business operator which submits the
application. Your user account may be linked to one or several
organisations created in EFSA's user management system
(Salesforce). You can pick the organisation of your choice from the
list to pre-populate the contact details - or if the organisation is not

listed, you can enter the information manually.

Even if you select an organisation from the list, you can still change
the contact details. In the case of an authorisation modification, if the
application is submitted by a business operator different from the
applicant who submitted the original application, Article 21 (EC)
1935/2004 on sharing of existing data applies

How to build your dossier 16
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5. Click on 'Copy applicant contact details' to duplicate the Applicants' data inserted
in Step 2, in case the person responsible is working in the same company as the
Applicant. Fields can be manually overwritten.

Contact person/Person responsible for the dossier contact details = 2]

Copy applicant contact details -

— New responsible

Name of contact person / Person responsible Name of the entity/organisation *

Peter Honeyman

Email * Phone number *
Website Address *
i
Post code * Country *
Select a country -

6. Enter the 'Subject of the request'. You may consult the contextual help '?" for
additional information.

Subject of the request = [2]

B I

7. If there is authorisation history to the subject of this dossier, click 'Yes', then indicate
the related Member State. Select the status, then browse to and upload relevant
documents with supporting information.

Existing authorisations at MS leve 7]
Austria - Clear | authorisation | Browse

authorisation is mandatory
Under consideration

Withdrawn

Add |

Authorised
Rejected

Existing Authorisations in non-EU countries Expired @

How to build your dossier 17
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8. Click 'Add' to detail other Member States where the subject of the dossier has history,
and upload documents as before.

Existing authorisations at MS leve (7]
@ Yes O Mo
Austria - Authorised - Austria Auth X¥Z.png = ‘ Remove
Belgium - Authorised - Belgium Auth XYZ.png o
Croatia - | authorisation Browse ‘ Remove
Under consideration
Add Withdrawn
Authorised
Rejected
xisting Authorisations in non- ountri¢
Existing Authorisations in non-EU countri Expired [7]

9. If a data-sharing agreement is available relating to the entire dossier, click the 'Yes'
radial. Click 'Add document' for multiple agreements.

Data sharing agreement in place (7]
Files Type  Status Date
- Data sharing Agreement for XYZ-Add.pdf 24/03/2021 16:44 e
= Metadata

Publicly Available @

O Yes, IRP owned/acquired O Yes, IPRNOT owned ® No

Documenttype* @

Select a document type v

10. Indicate for each document whether it is 'Publicly available', or whether there are
related IPR considerations. The default setting is 'no'. For more information on how
IPR impacts disclosure, read the chapter Intellectual Property Rights [119].

Publicly Available @

Yes,IRP owned/acquired O Yes, IPRNOT owned @ No
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11. Now identify the 'Document type' via the metadata dropdown (see Appendix
A [157]). In this instance, select 'Data Sharing agreement'.

Data sharing agreement in place

@®Yes O No
Files
+ o B
Certificate of analysis
- o
Checklist

Code for statistical analysis
Correspondence

Cover letter

Data Sharing agreement

Flow charts

Document type is mandatory

12. Upload the cover letter.

Cover letter * 7]
Files Type status Date
* Choose file Browse

13. State whether the substance of this dossier has previously been made 'non valid' by
EFSA due to irregularities in the provided Notification of Studies information. If ‘No',
then continue. If you state 'Yes' however, you then need to identify the earlier dossier
submission(s) which EFSA blocked.

Is this new app ion a of a dossier p y declared not valid, as a result of non-compliance with Regulation (EC) No 178/2002Article 32b Notification of studies obligations?

@ Yes O No
NF-2022-59802 ,71‘ EFSA-Q-2022-04923 v Default text

14. Click the 'Public summary' tab, upload a public summary.

Food Contact Material Application
FCM 2021/22164 Public summary

Dossier saved at 17.58:13
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15. Click to the 'Technical dossier'. The table of contents reflects the sections required
by legislation and/or outlined in EFSA guidance.

Administrative Data \/ Submit \'F
. /

\

Public summary

Technical Dossier

Technical Dossier

+ Pre-Application information (2]
+ Identity of Substance 2]
+ Physical and Chemical Properties of Substance (2]
+ Intended Application of Substance (2]
+ Data on Migration of Substance 2]
+ Data on residual content of substance in the food contact material * (2]
+ Microbiological properties of substance (2]
+ Toxicological data (]
+ List of annexes, references and checklist * 7]

16. If the Applicant engaged with EFSA during the pre-submission phase, they would
have been assigned a pre-Application Identification number. Please input it here.
Note the format. Click 'Add' to include multiple IDs.

Technical Dossier

Dossier saved at 13:59:26

Have you received a pre-application identification from E

Pre-Application identification® Have you received a pre-application identification from EFSA?

hea
EFSA-ID-2021-123456 Pre-Application Identification
EFSA-ID-2021-123456

How to build your dossier 20
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17. If the Applicant notified a study which was withdrawn or otherwise is not present
within this dossier, input its EFSA study ID here, including a justification for why it has
been omitted. Click 'Add' if there are multiple study omissions.

If necessary, please provide the study identifications of studies that have been notified in the database of study notifications (established by
EFSA) that have not been included in this application and/or have been withdrawn from the database. In addition, please provide
justifications explaining the reasons why these studies were not included or withdrawn, respectively.

The justification for the non-inclusion of pre-notified studies is not subject to confidentiality rules and will be disseminated once the
dossier is validated. So please consider this to be a public document in terms of personal and confidential information.

EFSA-2021-00001234 @

Justification is mandatory

Add

18. When you upload a file in any section, you must select the metadata 'Document
type' from the dropdown menu. If you upload a study report, select 'Study Report',
which will launch some additional fields (e.g. EFSA study ID, Study type, Title,
authors etc).

Used as antimicrobial agent

s @ N

Adding a file is optional

Files Type status Date

==

Publicly Available
es @ N
Operating Procedure
Document type * @ P !
Other

| Select a document type -
YOOl + Owner- License Information
Publication
| ) Raw Data

Scientific Summary

Study design

Summary report
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19. Input the Study ID as assigned by EFSA when the study was notified. If you select
No or you haven't notified the study before the starting date, you need to provide

a justification.

Now complete the study ID type and identifier.

Adding a file is optional
Files

- Study Report XYZ.png

— Metadata

Publicly Available

O Yes @ No

Document type @

Study Report

STUDY IDENTIFICATION

illi o ieived a EFSA study identification ?

EFSA study identification

EFSA-2021-00001235

Study ID type

Select a study ID type

Type status Date

Study Report 23/02/2021 15:05

:

20. Documents with selected metadata 'Certificate of Analysis', 'Raw Data' or 'Other
supporting document' will also trigger the option to provide an EFSA study ID.
If the document contains or corresponds to a study, click Yes. Once the EFSA Study
ID is filled in, a new field related to notifying the study before the starting date is
displayed. If there is no EFSA study identification for that study, click No and provide

a justification.

Document type @

| Other supporting document |

~ | Clear |

Does this document contain or correspond to a 'Study’ as defined in Article 2 of EFSA Practical Arrangements on Pre-submission phase and Public @

consultations?

STUDY IDENTIFICATION @

Have you received a EFSA study identification ?

@® Yes O No
EFSA study identification

EFSA-2022-33444444

Have you notified this study before the starting date?

® Yes O No

How to build your dossier
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21. Complete the study fields, with related dates and values. These entries will be
disseminated.

STUDY DETAILS @

Study type * Title

l Select a study type L0 l XYZ study title here

Study type is mandatory

Study completion date * Study quality type *

l @ l l Select a study quality type -

o]

Study quality type is mandatory
Study guidelines Vertebrate study

QO Yes ® No

OECD Guidelines

EFSA Guidelines

Other Guidelines

Add document

22. You can upload non-confidential files. By default, the green badge indicates 'Non
confidential'. You can also upload files in which you will make one, or multiple,
requests for confidentiality. Click the three dots and select 'Request confidentiality
treatment' once each is uploaded. The badge will now indicate 'Confidential'. See
How the request confidentiality [130] for more details.

Files Type Status Date

Request confidentiality treatment

fidential data version png 23/03/2021
! P Update documen
= Netadeti \ Remove document and data
Publicly Available @

RP owned/acquired O Yes, IPRNOT owned @ No
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23. When you select from a dropdown menu 'v', type a key word and options will be
presented if that word exists in the database. Here we see the free-typing option
available for substance selection. But note that in some cases there is a 'closed list' of

selections.
| Submit |
Technical Dossier
Dossier saved at 14:27:09
+ Pre-Application information (7]
~ Identity of Substance [2]
— Identification of substance(s) * 2]
= natural
Class type Name of substance
O substance @ organism -
Identifiers
Genus - Natural mixture of talc and chlorite (NTMC) ]
=pelic  Acids, C2-C24, aliphatic, linear, monocarboxylic,

fros and fats, lithium salt

Add Rosemary extract liquid gln
x‘ture of dolomite plus magnesite and

magnesium-phyllosilicates

+ application.additiveOrMonomerHeading * [}
sugar, natural

24. Some mandatory fields may not apply to your dossier. Click 'Not applicable' and
provide a justification.

Justification

Please provide a justification for why
will b

Y vigwable without pric

Files Type status Date

+ - aa Fle Worr-conbdertial
Choose file Browse [ Noo-confdertial
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25. When all dossier sections have been completed, click 'Submit'. If mandatory fields
remain incomplete, error messages will appear. These needs to be addressed. Click
on 'Go to validation error' to arrive at each blocking section.

Dossier saved at 14:40:48

Technical Dossier

26. Click 'Submit', then add a final message in the box which displays. Click '‘Complete
action' to send. The dossier is sent and cannot now be edited without invitation.

Dossier FCM 2021/22164: Draft

Application Received

Comments *

27. The dashboard status changes to 'Application received'. Acknowledgement will
follow, then the validation process begins. You now need to wait. For any action taken
in relation to your dossier, a relevant entry will appear in your timeline. If an action is
required from you, you will receive a notification.

©

Food Contact Material Application
FCM 2021/22164

Dossier Overview

Sl ' J Ms/CA Validation Check

DOSSIER DATA

Overview 23/02/2021 4
15:29

amelic - Application Received

Dossier ready

Administrative Data

Public summary
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28. A 'Pre-submission overview' tab appears, which collates on one screen the data, as
input, relating to the pre-submission phase.

E-SUBMISSION

(¢

Food Contact
Material Application

FCM 2021/22164 Dossier Overview
"+ ) Ms/CA vaiidation Check
Qverview
Administrative Data
Public summary PreApplication ID's

PreApplicationid

Technical Dossier

Notified Studies not included in dossie

Presubmission Overview
nosid Justification

MEMBER STATES / COMPETENT

AUTHORITIES

ustria / Bundesministerium fur Arbe

2 d N | T i

nosid Completion date Study title

AUTHORISATION TYPE

APPLICATION TYPE

NOTE
EFSA landing page for all FCM regulations and guidance documents.

Note for Guidance: For the preparation of an application for the safety assessment of
a substance to be used in plastic food contact materials.
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Create a dossier: Recycling Processes

1. According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select Food Contact Materials from the Food
domain list. Then choose your domain type Recycling Processes, the Application
type, the Recipient Member State and the appropriate Competent Authority.

E-SUBMISSIONS L ] E-SUBMISSIONS e L

Start new application Start new application

1 Food domain fist

a
&
e

[

(c]
(c]

E-SUBMISSIONS

E-SUBMISSIONS e & oom @

Start new application

Start new application

1 Food Contact Material vl

a
&
(2}

2 Recycling Processes

©
@

E-SUBMISSIONS

E-SUBMISSIONS & oom @

Start new application

Start new application

] ]
a 1 Food Contact Material a 1 Food Contact Material
° °

2 Recylng Processes . 2
o )

B eoiaton o theautmriationof anewrecyding rocess . 3 o g pr

P I —— . o musa

s [ reciient rganistion/competentAurorty .
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2. The Technical Dossier section is structured according to legislation and/or guidance
and is unique to each domain.

E-SUBMISSIONS Food and feed a Domi riC_,J,ﬂ,J,L,‘, - E
()
— (* submit )
Food Contact y _ ; -
Material Application Technical Dossier
FCM 2021/23161
+ Pre-Application information L]
+ |dentity of Process * 9
DOSSIER DATA
+ Specific Information o
Administrative Data
(2]

+ List of annexes, references and checklist *
Public summary

Technical Dossier

MEMBER STATES /| COMPETENT
AUTHORITIES

Austria

Bundesministerium fir Arbeit,

Affairs,Health and Consumer
Protection

AUTHORISATION TYPE

Recycling Processes

TYPE
or the authorisation of a new

NOTE

The submission process is the same for all dossiers which are partly assessed by a
MS-CA. This 'Substance to be used in plastic material' submission example, in Food
Contact Materials [14], illustrates the process, covering: Administrative Data, Public
summary, NOS declaration, Pre-Application IDs, Study IDs, how to manage a section
that is 'Not applicable', and how to submit.

NOTE
EFSA landing page for all FCM Regulations and Guidance documents.

You can only apply for the authorisation of a complete recycling process.
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Create a dossier: Regenerated Cellulose Film

According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select Food Contact Materials from the Food
domain list. Then choose Regenerated Cellulose Film, the Application type, the
Recipient Member State and the appropriate Competent Authority.

Start new application

1 Food domain fist

a
&
e

(c]

E-SUBMISSIONS - & Domin ®

Start new application

1 Food Contact Material

a
&
(]

&

E-SUBMISSIONS

Start new application

]
a 1 Food Contact Material
°
2| Regenered oluose i
©

3 Application for the authorisation of a new substance

4 | Recipient Member State

How to build your dossier

E-SUBMISSIONS 2 -]

E-SUBMISSIONS e LY

Start new application

[

(c]

E-SUBMISSIONS e 2

Dominic Tumbull ~ @)

Start new application

1 Food Contact Materia

a
&
()

2 Regenerated Cellulose Film

(c]

substance
already authorised substance

E-SUBMISSIONS & oom @

Start new application

1| Food Contact Material

a
&
)

2 Regenerated Cellulose Film

[c]

3 Application for the authorisation of a new substance

>
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2. The Technical Dossier section is structured according to legislation and/or guidance
and is unique to each domain.

E-SUBMISSIONS Food and feso a Dominic Turnbull - E

(<)

("submit )

Food Contact . _ ; -
Material Application Technical Dossier
FCM 2021/23159

+ Pre-Application information a

+ General/3cientific Information [+]
DOSSIER DATA

+ List of annexes, references and checklist * L]

Administrative Data

Public summary

Technical Dossier

MEMBER STATES / COMPETENT
AUTHORITIES

Austria

Bundesministeriurm fir Arbeit,

S d Kon-
sumente ( GK) - Federal
Ministry our, Social
Affairs,Hzalth and Consumer
Protection

AUTHORISATION TYPE

Regenerated Celluloze Film

APPLICATION TYPE
Application for the authorisation of a new
substance

NOTE

The submission process is the same for all dossiers which are partly assessed by a
MS-CA. This 'Substance to be used in plastic material' submission example, in Food
Contact Materials [14], illustrates the process, covering: Administrative Data, Public
summary, NOS declaration, Pre-Application IDs, Study IDs, how to manage a section
that is 'Not applicable', and how to submit.

NOTE
EFSA landing page for all FCM Regulations and Guidance documents.
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Create a dossier: Active & Intelligent material

1. Your domain template will be generated via the following steps. Select Food Contact

Materials from the Food domain list. Then choose Active & Intelligent material,

the Application type, the Recipient Member State and the appropriate Competent

Authority

E-SUBMISSIONS - 2

E-SUBMISSIONS

Dominic Tunbul ~ @)
applicant

Start new application

a Start new application
A P
1 Food domain st N o 1| Food domain fist
o © Novel Foods
Food Improvement Agents
» o Food Contact Material
MO
Feed Additives
Nutrition
Substances
=Wl E-SUBMISSIONS Foodand feed a Dominic Turnbull + m =8 E-SUBMISSIONS

Start new application Start new application

1 Food Contact Material v 1 Food Contact Material

a
&
(-]

© & M

2 | Authorisation list v 2 Active and Intelligent Materials

(c]
©

Substance to be used i plastic materials
3 | Applicationlist

Recycling Processes
Active and Intelligent Malerials
Regenerated Cellulose Film "Application for atithorisation of new substance(s)

‘Application for the extension of use of an already authorised substance(s)

E-SUBMISSIONS

E-SUBMISSIONS e & oo =]

Start new application

Start new application

1 Food Contact Material v 1| Food Contact Material

@ ®» M@

&
]
2 Active and Intelligent Materials v 2 Active and Inteligent Materials

o (0}

3 Application for authorisation of new substance(s) v 3| Application for authorisation of new substance(s)

4 | Recipient Member State v 4 | Austria

5 | Recipient organisation/Competent Authority

How to build your dossier
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2.

The Technical Dossier section is structured according to legislation and/or guidance
and is unique to each domain.

E-SUBMISSIONS Food and feed a Dominic Turnbull - a
applicant

Food Contact Material Application

FCM 2021/23157 Technical Dossier
m + Pre-Application information [7]
OSSR DTS + Composition, structure and working principle of the active and intelligent material or article * [7]
I0SSIER DATA
Administrative Data + Identity of the active or intelligent substance{s) 2]
Public summary . ) .
+ Physical/chemical characteristics of the active and/or imelligent substance(s) 7]
Technical Dossier
+ Manufacturing process of the active or intelligent substance(s) and materials and articles * a
+ Intended use of the active and imelligent materials and articles [7]
+ Migration data * 7]
MEMBER STATES /| COMPETENT
AUTHORITIES
+ Toxicological d
Austria Toxicological data 2]
Bundesministerium fiir Arbeit, Soziales, + List of annexes, references and checklist * 7]
Gesundheit und Konsumentenschutz
(BMASGK) — Federal Ministry of

Labour, Social Affairs Health and Con-
sumer Pretection

AUTHORISATION TYPE
Active and Imtelligent Materials

APPLICATION TYPE

Application for authorisation of new

substance(s)

NOTE

The submission process is the same for all dossiers which are partly assessed by a
MS-CA. This 'Substance to be used in plastic material' submission example, in Food
Contact Materials [14], illustrates the process, covering: Administrative Data, Public
summary, NOS declaration, Pre-Application IDs, Study IDs, how to manage a section
that is 'Not applicable', and how to submit.

NOTE
EFSA landing page for all FCM Regulations and Guidance documents.
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4.2 Food Improvement Agents

FOOD
IMPROVEMENT

AGENTS
Applicant drafts &
submits dossier

European
Commission

Suitability /
completeness
check by EFSA

Member State

Risk _
Adoption of
authorisation

Standing
Committee

Food improvement agents are chemical substances which are used as food additives,
food enzymes, flavourings, smoke flavourings and sources of vitamins and minerals

added to food.

Submission types and legislation

Authorisation type Application type

Food Additives Application for the authorisation of a new food additive

Application for the modification of an already authorised food additive

Food Enzymes Application for the authorisation of a new food enzyme

Application for the modification of an already authorised food enzyme

Food Flavourings Application for the authorisation of a new food flavouring

Application for the modification of an already authorised food flavouring

Smoke Flavourings Application for the authorisation of a new smoke flavouring
Application for the modification of an already authorised smoke flavouring

Application for the renewal of a smoke flavouring authorisation

In accordance with
Regulation EC 1331/2008

Regulation (EU) 234/2011

Regulation (EC) 1333/2008
Regulation EC 1331/2008

Regulation (EU) 234/2011

Regulation (EC) 1333/2008
Directive 2001/18/EC

Regulation (EC) No 2065/2003

How to build your dossier
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4.2.1 Getting started

Create a dossier: Food Additives

1. According to EFSA guidance and EC regulation, the appropriate domain template
will be generated via the following steps. Select Food Improvement Agents from
the Food domain list. Then choose your Authorisation type. In this example we
select Food Additive. These practical steps are common to all domains. Select the
Application type, then press 'Start process'.

E-SUBMISSIONS 4 DominicTumbul~ @) E-SUBMISSIONS »
applcant

Start licati
Start new application art new application

c o » m 2 ||

~SUBMISSIONS 4 oommeTumbul- @) ~SUBMISSIONS A

Start new application Start new application

¢ o = m 2 |||

How to build your dossier
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2. Complete the administrative data. Note the mandatory fields (¥). The top-left dossier
number will remain throughout. The top-right notification bell indicates activity. Note
that the user recognition function is currently disabled. Applicants should proceed and
input the information manually.

-SUBMISSIONS

Food Improvement

Agents Application Administrative Data
FIN 2021/23370
ministrative Data (7]
P umma _
cal Dossier o
EFSA
Applicant/Company name * Email *
| Agplican
Phone number *
DLW SIT07102020-1 Applicant 3
AUTHORISATION TYPE . E—

APPLICATION TYPE

3. The column top shows the dossier status and phase. The three dossier sections
remain throughout. The bottom section displays the authorisation and application
type.

E-SUBMISSIONS
¢

Food Improvement
Agents Application
FIN 2021/23370

AUTHORISATION TYPE

APPLICATION TYPE
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4. Click the '?' to see contextual help for the field.

The Applicant is the business operator which submits the
application. Your user account may be linked to one or several
organisations created in EFSA's user management system
(Salesforce). You can pick the organisation of your choice from the
list to pre-populate the contact details - or if the organisation is not
listed, you can enter the information manually.

Even if you select an organisation from the list, you can still change
the contact details. In the case of an authorisation modification, if the
application is submitted by a business operator different from the
applicant who submitted the original application, Article 21 (EC)
1935/2004 on sharing of existing data applies

5. Click on 'Copy applicant contact details' to duplicate the Applicants' data inserted
in Step 2 in case the person responsible is working in the same company as the
Applicant. Fields can be manually overwritten.

Contact person/Person responsible for the dossier contact details * @
— New responsible Copy applicant contact details =
Name of contact person / Person responsible Name of the entity/organisation *

Peter Honeyman application.Name of the entity/organisation
Email * Phone number *

application.Email application.Phone number
Website Address *

application.Website Address

y

Post code * Country *

application.Post code Select a country -

6. Enter the 'Subject of the request'. You may consult the contextual help note '?' for
additional information.

Subject of the request * (2]

B I
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7. If there is authorisation history to the subject of this dossier, click 'Yes', then indicate
the related Member State. Select the status, then browse to and upload relevant
documents with supporting information.

Existing authorisations at MS leve e

Austria d | authorisation | Browse ]
authorisation is mandatory
Under consideration

Withdrawn

Add

Authorised
Rejected

xisting Authorisations in non- ountrie: :
Existing Authorisations in non-EU countries Expired

8. Click 'Add' to detail other Member States where the subject of the dossier has history,
and upload documents as before.

Existing authorisations at MS level [>]
@ Yes O MNo
Austria - Authorised - Austria Auth XYZ.png [+ ‘ Remave
Belgium - Authorised - Belgium Auth XYZ.png o ‘ Remove |
Croatia - _ authorisation Browse ‘ Remove
Under consideration
Add Withdrawn
Authorised
Rejected
Existing Authorisations in non-EU countris (2]

Expired
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9. If a data-sharing agreement is available, relating to the entire dossier, click the
'Yes' radial. Click 'Add document' for multiple agreements. Note the default 'Non-
confidential' badge.

Data sharing agreement in place (2]
Files Type  Status Date
- Data sharing Agreement for XYZ-Add.pdf 24/03/202116:44 e
- Metadata

Publicly Available @

O Yes, IRP owned/acquired O Yes, IPRNOT owned ® No

Document type * @

Select a document type v

10. Indicate for each document whether it is 'Publicly available', or whether there are
related IPR considerations. The default setting is 'no'. For more information on how
IPR impacts disclosure, read the chapter on Intellectual Property Rights [119].

Publicly Available @

Yes,IRP owned/acquired O Yes, IPRNOT owned @ No

11. Now identify the 'Document type' via the metadata dropdown menu (see Appendix
A [157]). In this instance, we select 'Data Sharing agreement'.
Data sharing agreement in place

@ Yes (O No

Files

+ o
Certificate of analysis
- b}
Checklist
Code for statistical analysis
Correspondence
Cover letter

Data Sharing agreement

Flow charts

Document type is mandatory
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12. Upload the cover letter.

Jover letter * 7]
Files Type status Date
+ Choose file Browse

Add decument

13. State whether the substance of this dossier has previously been made 'non valid' by
EFSA due to irregularities in the provided Notification of Studies information. If ‘No',
then continue. If you state 'Yes' however, you then need to identify the earlier dossier
submission(s) which EFSA blocked.

Is this new ion a of a dossier declared not valid, as a result of non-compliance with Regulation (EC) No 178/2002Article 32b Notification of studies obligations?

@ Yes O No

NF-2022-59802 Cleat

EFSA-Q-2022-04923 v Default text

14. Click the 'Public summary' tab, upload a public summary.

Food Contact Material Application
FCM 2021/22164 Public summary

Dossier saved at 17:56:13

15. Click to the Technical dossier. The full table of contents reflects the sections required
by legislation and outlined in EFSA guidance.

Administrative Data

Food Improvement Public summary

Agents Application Technical Dossier
FIN 2021/23370 Technical Dossier
(2}

+ |dentity an B P
DOSSIER DATA

+ Risk Assessmen 7]
Administrative Data
Public summery + Risk Management 0
Technical Dossier + List of annexes, references and checklist 7]

AUTHORISATION TYPE

‘ood Additives

APPLICATION TYPE
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16. If you engaged with EFSA during the pre-submission phase, you would have been
assigned a Pre-Application Identification number. Please input it here. Note the
format. Click 'Add' to include multiple IDs.

Technical Dossier

Dossier saved at 13:59.26

Pre-Application identification® Have you received a pre-application identification from EFSA?

-
fica
EFSA-ID-2021-123456 Pre-Application Identification
EFSA-ID-2021-123456

17. If you pre-notified any study which was withdrawn or is otherwise not present within
this dossier, input its Pre-Notification ID here, including a justification for why it has
been omitted. Click 'Add' if there are multiple study omissions.

If necessary, please provide the study identifications of studies that have been notified in the database of study notifications (established by
EFSA) that have not been included in this application and/or have been withdrawn from the database. In addition, please provide
justifications explaining the reasons why these studies were not included or withdrawn, respectively.

The justification for the non-inclusion of pre-notified studies is not subject to confidentiality rules and will be disseminated once the
dossier is validated. So please consider this to be a public document in terms of personal and confidential information.

EFSA-2021-00001234 O]

Justification is miandatory

Add

How to build your dossier
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18. When you upload a file in any section, you must select the metadata 'Document
type' from the dropdown menu. If you upload a study report, select 'Study Report'.

This will launch some additional fields (e.g. EFSA study ID, Study type, Title, authors
etc.)

Used as antimicrobial agent

Adding a file is optional

Files Type status Date

==

Publicly Available

O

Operating Procedure
Document type * @ P 9

_ Other
Select a document type
" Owner- License Information

Publication

Raw Data

Scientific Summary

19. Input the Study ID assigned by EFSA when the study was notified. Now complete the
study ID type and identifier.

Click No if you have no Study ID and provide a justification.

Adding a file is optional

Files Type status Date

Study Report XYZ.png Study Report 23/02/2021 15:05

— Metadata

Publicly Available

O Yes @ No

Document type @

Study Report

STUDY IDENTIFICATION

iII‘ o |Ileived a EFSA study identification ?

EFSA study identification
EFSA-2021-00001235

Study ID type

Select a study ID type
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20. Documents with selected metadata 'Certificate of Analysis', 'Raw Data' or 'Other
supporting document' will also trigger the option to provide an EFSA study ID.
If the document contains or corresponds to a study, click Yes. Once the EFSA Study
ID is filled in, a new field related to notifying the study before the starting date is
displayed. If there is no EFSA study identification for that study, click No and provide
a justification.

Document type @

| Other supporting document | ~ | Clear |

Does this document contain or correspond to a 'Study' as defined in Article 2 of EFSA Practical Arrangements on Pre-submission phase and Public @
consultations?

STUDY IDENTIFICATION @

Have you received a EFSA study identification ?

@ Yes O No
EFSA study identification

EFSA-2022-33444444

Have you notified this study before the starting date?

@ Yes O No

21. Complete the study fields, with related dates and values. Note that these entries will
be published.

STUDY DETAILS @

Study type * Title
l Select a study type -0 l XYZ study title here
Study type is mandatory
Study completion date * Study quality type *
l ® l l Select a study guality type @
Study completion date is mandatory Study quality type is mandatory
Study guidelines Vertebrate study
O Yes @ No

OECD Guidelines

EFSA Guidelines

Other Guidelines

wdd dioc

ument
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22. You can upload non-confidential files. By default, the green badge indicates 'Non
confidential'. You can also upload files in which you will make one, or multiple,
requests for confidentiality. Click the three dots and select 'Request confidentiality
treatment' once each is uploaded. The badge will now indicate 'Confidential'. See
How the request confidentiality [130] for more details.

Files Type Status Date
confidential data version.png [ Hor confidertiai ] 23/03/202 Request confidentiality treatment
P et Update document
- Metadata \ | Corfidential PSS S . Ou

Publicly Available @

O Yes, IRP owned/acquired O Yes, IPRNOT owned @ No

23. When you select from the dropdown menu 'v', type a key word and options will be
presented if that word exists in the database. Here we see the free-typing option
available for substance selection. But note that in some cases there is a 'closed list' of

selections.
| Submit |
Technical Dossier
Dossier saved at 14:27:09
+ Pre-Application information (2]
— Identity of Substance (2]
— Identification of substance(s) * 7]
= natural
Class type Name of substance
QO substance @ organism -
Identifiers
Genus - Natural mixture of talc and chlorite (NTMC) ]
zpplic  Acids, C2-C24, aliphatic, linear, monocarboxylic,
fros and fats, lithium salt
e Rosemary extract liquid gm

x‘ture of dolomite plus magnesite and

magnesium-phyllosilicates

+ application.additiveOrMonomerHeading * [2]
sugar, natural
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24. Some mandatory fields may not apply to your dossier. Click 'Not applicable' and
provide a justification.

8 Mot applicable §

Justification

= Toxicological data
Please provide & justification for why you consider this content section to not be applicable 1o your dossier. Mote that thés justification
will be publicly viewable without prior validation, so please ensure that it contains no personal details or data which you consider o

be confidential
= Summary of the Toxicological data *

Provide a justification here.

O Not applicable @

Files " Type  stalus " Date

Mor+-confdential -
+ Choose file Browse f o uafiloriet

25. When all dossier sections have been completed, click 'Submit'. If mandatory fields
remain incomplete, error messages will appear. These need to be addressed. Click
on 'Go to validation error' to arrive at the blocking section.

Technical Dossier :
Dossier saved at 14:40:48

26. Click 'Submit' and input a final message into the box which displays. Click 'Complete
action' to send. The dossier is sent and cannot now be edited without invitation.

Dossier FIN 2021/23370: Draft Technical Dossier

£
o

Comments

Input your message here

Complete action ‘ lose
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27. The dashboard status changes to 'Application received'. Acknowledgement will
follow, then the validation process begins. A 'Pre-submission overview' tab appears,
which collates on one screen the data, as input, relating to the pre-submission phase.
You now need to wait. For any action taken in relation to your dossier, a relevant

entry will appear in your timeline. If an action is required from you, you will receive a
notification.

SUBMISSIONS

Food Improvement
Agents Application
RikAY pa AR

Dossier Overview

(— 0 O

AUTHORISATION TYPE

APPLICATION TYPE

NOTE
EFSA landing page for all FIA: Overview and procedures.
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Create a dossier: Smoke Flavourings

1.

According to EFSA guidance and EC regulation, the appropriate domain template
will be generated via the following steps. Select Food Improvement Agents
from the Food domain list. Then choose your domain type Smoke Flavourings,
the Application type, the Recipient Member State (not for renewals) and the
appropriate Competent Authority, and then click 'Start process'.

E-SUBMISSIONS . E-SUBMISSIONS

m 2 |

Start new application

Start new application

o =

c o » m 2 [

(c]

E E-SUBMISSIONS . DQHMTJS?—J - a E E-SUBMISSIONS

« “

a Start new application a Start new application
& &

(2] o

o ]

= EEUES Y om @ = EEEENE ee .
# «
a Start new application a Start new application
a & 1 Food Improy
o ]
2| Smoke Flav

o (0}

e smole favouring v 3| Applicationforthe authorisaton o anew smoke flavouring

oty

iz (B
o (AGES) - Aust and y

a180 18
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2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS Food and feec A Dominic Turnbull - @

Food Improvement ) :
Agents Application Technical Dossier

FIN 2021/22997

+ Pre-Application information (2]

+ Characterisation of the smoke flavouring primary product e
DOSSIER DATA

+ Proposed uses and exposure assessment (]
Administrative Data

+ Safety data (7]

Public summary

+ Risk Management e

MEMBER STATES / COMPETENT + List of annexes, references and checklist * [7]

AUTHORITIES
Austria -

Bundesministerium fur Arbeit,

Soziales, Gesundheit und Kon-
sumentenschutz (BMASGK) — Federal _
Ministry of Labour, Social

Affairs Health and Consumer
Protection

AUTHORISATION TYPE
Smoke Flavourings Authorisation

APPLICATION TYPE
Application for the authorisation of a new
smoke flavouring

NOTE

The submission process is the same for all dossiers which are partly assessed by a
MS-CA. This 'Substance to be used in plastic material' submission example, in Food
Contact Materials [14], illustrates the process, covering: Administrative Data, Public
summary, NOS declaration, Pre-Application IDs, Study IDs, how to manage a section
that is 'Not applicable', and how to submit.

NOTE
S EFSA landing page for all FIA Regulations and Guidance documents.
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Create a dossier: Food Flavourings

1. According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select Food Improvement Agents from the
Food domain list. Then click 'Food Flavourings' from the Authorisation list. Select
the Application type, and click 'Start process'.

=] E-SUBMISSIONS e A oomincTumbul- @) =] ESUBMISSIONS & Dominic Tumbul -
Ps #
a Start new application a Start new application
a od d ) s
(2] 2]
o o
]
ESUBMISSIONS & oomncTumui- @ E-SUBMISSIONS ¢ 4 comncTumbul- @)

LI}

Start new application Start new application

o » m » ||

(]

2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS Food and feed A Dominic Turnbull = @
applicant

IK;\I

R

| Submit )

Food Improvement . _
Agents Application Technical Dossier

FIN 2021/22991

+ Pre-Application information (7]
+ Identity and characterisation of the flavouring [7]

DOSSIER DATA
+ Risk Assessment (]

Administrative Data
) + Risk Management (2]
Public summary

Technical Dossier + List of annexes, references and checklist * [7]

AUTHORISATION TYPE
Food Flavourings Authorisation

APPLICATION TYPE
Application for the authorisation of a new
flavouring substance
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NOTE
g The submission process is the same for all dossiers which are assessed by EC and
EFSA. This Food Additives [34] submission example illustrates the process, covering:
Administrative Data, Public summary, NOS declaration, Pre-Application IDs, Study IDs,
how to manage a section that is 'Not applicable', and how to submit.

NOTE
g EFSA landing page for all FIA Regulations and Guidance documents.

Create a dossier: Food Enzymes

1. According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select Food Improvement Agents from the
Food domain list. Then click 'Food Enzymes' from the Authorisation list. Select the
Application type and click 'Start process'.

E-SUBMISSIONS 4 oommcTumeul- @) E-SUBMISSIONS 4 oommeTumbul- @)

Start new application Start new application

E-SUBMISSIONS 4 oommeTumeu- @) E-SUBMISSIONS

Start new application
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2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS road and fee a Dominic Tumnbull = @

Food Improvement

Agents Application Technical Dossier
FIN 2021/22986
+ Pre-Application information (2]
+ Identity and characterisation of the enzyme e
DOSSIER DATA
+ Risk Assessment (7]
Administrative Data
+ Risk Management (2]

Public summary

Technical Dossier List of annexes, references and checldist * [~]

+

AUTHORISATION TYPE
Food Enzymes Authorisation

APPLICATION TYPE
Application for the authorisation of a new
food enzyme

NOTE

The submission process is the same for all dossiers which are assessed by EC and
EFSA. This Food Additives [34] submission example illustrates the process, covering:
Administrative Data, Public summary, NOS declaration, Pre-Application IDs, Study IDs,
how to manage a section that is 'Not applicable', and how to submit.

NOTE
EFSA landing page for all FIA Regulations and Guidance documents.
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4.3 Feed Additives

Adoption of

authorisation
European Validity check i Standing
Commission by EC | \ Committee

Suitability / / - i
EFSA completeness Inconclusive
check by EFSA opinion

Invitation to
resubmit

Member State dossier with
additional
information

Terminate dossier

or withdraw

Feed additives are products used in animal nutrition for purposes of improving the quality
of feed and the quality of food from animal origin, or to improve the animals’ performance
and health, e.g. providing enhanced digestibility of the feed materials. Feed additives
may not be put on the market unless authorisation has been given following a scientific
evaluation demonstrating that the additive has no harmful effects, on human and animal
health and on the environment.

In the event of an EFSA inconclusive opinion, applicants are invited by EC to provide a
new dossier containing only the complementary information needed to reach a conclusion.

Submission types and legislation

Authorisation type Application type In accordance with

Feed Additives Application for the authorisation of a new feed additive or a new use of a feed additive Article 4.1 (EC) 1831/2003
Application for authorisation of a modification and/or renewal of an already authorised feed Article 13.3 & 14 (EC) 1831/2003
additive
Application for urgent authorisation of a feed additive Article 15 (EC) 1831/2003
Submission of complementary information following EFSA's inconclusive opinion Article 29 of Regulation 178/2002

NOTE
g EFSA guidance: Administrative guidance for the preparation of applications on
additives for use in animal nutrition.

EFSA landing page for all Feed Additives Regulations and Guidance documents.

NOTE

g The European Union Reference Laboratory for Feed Additives has prepared practical
guidance for applicants regarding their analytical approach and sample-testing fee. See
Commission Regulation (EC) 429/2008.
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4.3.1 Getting started

Create a dossier: Feed Additives

1. According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select Feed Additives from the Food domain
list. Then click 'Feed Additives' from the Authorisation list. Select the Application
type and click 'Start process'.

E E-SUBMISSIONS L3 Dominie Tumbull - a E E-SUBMISSIONS . Dominic Tumbull = m
# «
a Start new application a Start new application
& &
e 2]
o [0}
£SUBMISSION 4 oomneTinoul- @ = e suemissions 4 comncrumul- @Y
&
Start new application
a Start new application
a
o
o
3| Applcationforauthorsaton of anew feed adcitiv (Article 4(1) of Reguiaton (EC) No 1 v

2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS Food and feed a Dominic Turnbull « E

applicant

{ submit )
Feed Additives Application : _
FED 2021/23162 Technical Dossier
+ Pre-Application information [ 2]
P——— + Scientific summary * 7}
Adminisirative Data + Identity, characterisation and conditions of use of the additive methads of analysis [7]

Public summary

+ Safety of the additive (7]
Technical Dossier
+ Efficacy of the additive (]
AUTHORISATION TYPE
Feed Additives + Post-market menitoring plan ]
APPLICATION TYPE .
o + List of annexes, references and checklist * [7]

r authorisation of a

NOTE

The submission process is the same for all dossiers which are assessed by EC and
EFSA. This Food Additives [34] submission example illustrates the process, covering:
Administrative Data, Public summary, NOS declaration, Pre-Application IDs, Study IDs,
how to manage a section that is 'Not applicable', and how to submit.
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NOTE
EFSA landing page for Feed Additives Regulations and Guidance documents.

EFSA Inconclusive Opinion

Rather than ending the process entirely, the risk assessment of a Feed Additives dossier
can result in an inconclusive opinion concerning certain aspects of the risk assessment.
If that is the case, the dossier is labelled as Inconclusive opinion(s) and additional
justifications may be available for the applicant in an EC-attached file. The applicant(s)
are invited to submit a new dossier that complements the previous one, so that EFSA can
finalise the scientific output(s) on this Feed Additive.

E-SUBMISSION

(< €
Feed Additives Application Dossier Overview
FEED-2023-71998

140212023 @) &= Inconclusive opinion(s)
[rr—— 5 2 % Subject to authorisation FEED-2023-71998
\ Sibmied by €0

B Detail behind inconclusive opinion. % Dossier FEN-2023-71968.
Suitabilty/Completeness check deadline updated

Overview

Administrative Data 7 7
—— o Standing committee

1. Create a new Feed Additives dossier as indicated before, but ensure to select
Submission of complementary information following EFSA inconclusive
opinion from the dropdown menu.

Click Start process.

E E-SUBMISSION F 2 a Dominic Turnbull + @

Applicant

Start new application

E 1 Feed Additives v
2 Feed Additives v
U}
3 Application list W

Application for authorisation of a new feed additive (Article 4(1) of Regulation (EC) No 1831/2003)

Application for authorisation of a new use and/or modification and/or renewal of an already authorised feed additive (Articles 4(1), 13
Application for urgent authorisation (Article 15 of Regulation (EC) No 1831/2003)

Submission of complementary information following EFSA inconclusive opinion |

2. Complete the Administrative Data section. Note the last two fields are related to the
previous submission.
— Identify the original application. Select the correct dossier displayed using the
pull-down to ensure the linkage of both dossiers.

— Provide the EFSA Journal link(s) of the EFSA Inconclusive Opinion(s). Several
EFSA Opinions may be added if deemed necessary.
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dentification of the previous application
Select a dossier code B
FEED-2023-71998
[
FEED-2022-32498

[+]

3. Provide a Cover Letter and its supporting metadata, and the letter that you have
received from EC inviting you to submit complementary information. Please merge
both documents in a single PDF file.

Cover letter (]
Files Type Status Date [~]
—  coverletter.pdf Cover letter 14/02/2023 15:54
- Metadata

Publicly Available @
O Yes, IPR owned/acquired O Yes, IPRNOT owned @ No

Document type @

Cover letter .. [

4. By default, all fields in the Technical Dossier section are marked as 'Not applicable'.
The dossier linkage means that the original data submitted for that section are still
accessible to EFSA.

— Justify keeping the ‘Not applicable’ mark in the unmodified fields of the new dossier.
— Unmark the 'Not applicable' box and provide new information in the field(s) which
triggered the Inconclusive Opinion(s). The same confidentiality principles apply.

Technical Dossier

Dossier saved at 15:43:54

= Pre-Application information Q
Not applicable @

Justification
Please justify why you consider this content section not to be applicable to your dossier. Note that this justification will be disseminated once the dossier is
considered valid. Therefore, please consider in terms of providing personal and confidential information that this justification will be disseminated exactly as

provided

Data provided in original dossier.

O Not applicable @

If necessary, please provide the study identifications of studies that have been notified in the database of study ished by EFSA) that have not been
included in this application submission and/or have been withdrawn from the database. In addition, please provide justifications explaining the reasons why these

studies were not included or withdrawn, respectively.

The justification for the non-inclusion of pre-notified studies is not subject to confidentiality rules and will be disseminated once the dossier is validated. So please

consider this to be a public decument in terms of personal and confidential information.

5. Click Submit.

6. Enter a message and click Complete action.
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Dossier FEED-2023-72006: Draft

& @

Draft Submission Received

Comments

Message for follow-up dossier due to inconclusive opinion...

Complete action

The dashboard displays the linkage between the original and the new application,
and it confirms that EC has received the submission.

E-SUBMISSION Food Chain platfor o Applicant Training ~ u
¢

Feed Additives Application
FEED-2023-72007 Dossier Oy
Linked to FEED-2023-71998

— e — O B

DOSSIER DATA

10022023 @) T Submission Received

Overview New & -
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4.4 Decontamination Substances

In the field of decontamination substances, EFSA evaluates applications for
decontamination substances other than potable water.

NOTE
g See EFSA's overview: Biological hazard applications: overview and procedure

How to build your dossier
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4.4.1 Getting started

Create a dossier: Decontamination Substances

1. According to EFSA guidance and EC regulation, the distinct domain template will be
generated via the following steps. Select Decontamination Substances from the
Food domain list. Then choose the Application type.

E-SUBMISSIONS Food an A pomincTumbul - (@ ~SUBMISSIONS 4 Domine

Start new application

Start new application

c o mom 2 ||

E-SUBMISSIONS - 4 oomnctumbul- @) E-SUBMISSIONS = 4 comncTumbul- @)

Start new application Start new application

o »om 2 ||

c o »om 2 ||

o

2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS Food and feec 'Y Dominic Turnbull = @
apelicant

|/:\|

Ry

( submit )

Decontamination ) _
Substances Application Technical Dossier
BIO 2021/22911

+ Pre-Application information (7]

+ General/Scientific Information * a
DOSSIER DATA

+ List of annexes, references and checklist * [7]

Administrative Data

Public summary

Technical Dossier

AUTHORISATION TYPE

Substances other than potable water used
to remove surface contamination from
products of animal origin, according to
Article 3(2) of Regulation (EC) 853/2004

APPLICATION TYPE
Application for a new authorisation
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NOTE

g The submission process is the same for all dossiers which are assessed by EC and
EFSA. This Food Additives [34] submission example illustrates the process, covering:
Administrative Data, Public summary, NOS declaration, Pre-Application IDs, Study IDs,
how to manage a section that is 'Not applicable', and how to submit.

NOTE
g EFSA landing page for Biological Hazards Regulations and Guidance documents.

How to build your dossier
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4.5 Nutrition

EFSA assesses the scientific evidence of health claims applications submitted for
an authorisation in the EU. Applications are submitted to Member States [competent

authorities] via the e-submission platform.

Submission types and legislation

Authorisation type Application type

Heath Claims Application for the authorisation of a new health claim

Application for the modification of an existing health claim authorisation

Infant Formulae & Follow-on Request for the scientific assessment of an IF and/or a FOF manufactured
formulae (IF&FOF) manufactured from protein hydrolysate with a view to amend Regulation (EU) 2016/127
from protein hydrolysates

Food Allergens Application/Request for the exception of labelling for a food allergen
Nutrient Sources Application for the authorisation of new nutrient sources

In accordance with
Regulation EC 1924/2006

Directive 2006/141/EC Regulation EU
609/2013 Regulation EU 2016/127

Regulation (EU) 1169/2011

Regulation EC 1925/2006 Directive
2002/46/EC

How to build your dossier
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4.5.1 Getting started

Create a dossier: Health Claims

1. According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select Food Improvement Agents from the
Food domain list. Then choose your domain type Health Claims, the Application
type, the Recipient Member State and the appropriate Competent Authority, and
then click 'Start process'.

E-SUBMISSIONS 4 DommcTumbul- @) E'SUBMISSIONS 4 oommcrumeui- @)

m 2 |

Start new application Start new application

c o » m 2 [

cC O =

E-SUBMISSIONS 4 oomcTumbul- (@)

“SUBMISSIONS 4 oomincTumbul- @

Start new application

Start new application

o ®» m » [

a
a
a
o
o

o

E-SUBMISSIONS 4 oomncTumbul - @) E-SUBMISSIONS 4 oomneTumbul- @)

Start new application Start new application

c o » m 3 [
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2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS Food and feed A Dominic Turnbull - a

( submit )

Nutrition Application
NUT 2021/22970 Technical Dossier

@ + Pre-Application information

+ Health claim particulars

DOSSIER DATA
Administrative Data + Characterisation of the food/constituent

Public summary e . .
! + Characterisation of the claimed effect

Technical Dossier
+ Identification of pertinent scientific data

MEMBER STATES / COMPETENT
AUTHORITIES + Overall summary of pertinent scientific data *

Austria -
+ List of annexes, references and checklist *
Osterreichische Agentur firr Gesund-
heit und Ernahrungssicherheit GmbH
(AGES) - Austrian Agency for Health
and Food Safety

AUTHORISATION TYPE
Health Claims

APPLICATION TYPE
Application for the authorisation of a new
health claim

NOTE

The submission process is the same for all dossiers which are partly assessed by a
MS-CA. This 'Substance to be used in plastic material' submission example, in Food
Contact Materials [14], illustrates the process, covering: Administrative Data, Public
summary, NOS declaration, Pre-Application IDs, Study IDs, how to manage a section
that is 'Not applicable', and how to submit.

NOTE
EFSA landing page for all Nutrition Regulations and Guidance documents.
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Create a dossier: Food Allergens

1. According to EFSA guidance and EC regulation, the appropriate domain template
will be generated via the following steps. Select Nutrition from the Food domain
list. Then choose your Authorisation type Food Allergens and the Application type,
then press 'Start process'.

@ 2 I

Start new application

Start new application

c o

Start new application

m o2 |
m 2

Start new application

e o m
G o m

2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS Food and fees A Dominic Turnbull - @

applicant

o
(<)
A

Nutrition Application
NUT 2021/22980 Technical Dossier

@ + Pre-Application information

+ General/Scientific Information *

DOSSIER DATA

Administrative Data + List of annexes, references and checklist *

Public summary

Technical Dossier

AUTHORISATION TYPE
Food Allergens

APPLICATION TYPE
Application/Request for the exemption of
labelling of a food allergen
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NOTE
g The submission process is the same for all dossiers which are assessed by EC and

EFSA. This Food Additives [34] submission example illustrates the process, covering:
Administrative Data, Public summary, NOS declaration, Pre-Application IDs, Study IDs,
how to manage a section that is 'Not applicable', and how to submit.

NOTE
g EFSA landing page for all Nutrition Regulations and Guidance documents.

Create a dossier: Infant Formulae & Follow-on Formulae

1.

How to build your dossier

According to EFSA guidance and EC regulation, the appropriate domain template
will be generated via the following steps. Select Nutrition from the Food domain list.
Then choose your Authorisation type Infant Formulae & Follow-on Formulae and
the Application type, then press 'Start process'.

E-SUBMISSIONS A DominicTumbull~ E-SUBMISSIONS A DomineTumbul -
e @ L @

2

Start new application
Start new application

E-SUBMISSIONS = 4 oomncrumbul- @

~SUBMISSIONS 4 oommcTumbul- )

Start new application Start new application

c o » m 2 [
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2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS rood and feed [} Dominic Turnbull @

| Submit |

Nutrition Application
NUT 2021/22973 Technical Dossier

@ + Pre-Application information

+ General/Scientific Information *

DOSSIER DATA
Administrative Data + List of annexes, references and checklist *

Public summary

Technical Dossier

AUTHORISATION TYPE

Product type: Infant Formulae & Follow-on
formulae (IF&FOF) manufactured from
protein hydrolysates

APPLICATION TYPE

Request for the scientific assessment of an
IF and/or a FOF manufactured from protein
hydrolysate with a view to amend
Regulation (EU) 2016/127

NOTE

The submission process is the same for all dossiers which are assessed by EC and
EFSA. This Food Additives [34] submission example illustrates the process, covering:
Administrative Data, Public summary, NOS declaration, Pre-Application IDs, Study IDs,
how to manage a section that is 'Not applicable', and how to submit.

NOTE
S EFSA landing page for all Nutrition Regulations and Guidance documents.
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Create a dossier: Nutrient Sources

1. According to EFSA guidance and EC regulation, the appropriate domain template
will be generated via the following steps. Select Nutrition from the Food domain list.
Then choose your Authorisation type Nutrient Sources and the Application type,
then press 'Start process'.

= E-SUBMISSIONS roodznd ee 'y D =] =l ESUBMISSIONS 4 comicTumiul - @)
& P
Start new application

a Start new application a PP

a
&

2]
° [0}
[0}

0180

E-SUBMISSIONS F: feex L} Dominic Tumbull = @ E-SUBMISSIONS foec LS Dominic Tumbull @

Start new application Start new application

o ®» m 2 ||

(<}

T —

‘According to (EC Administrative Guidanc) these requests must not concer nutitonal

‘substances faling under the ield of application of Regulaton (EL) 2015/2263 on novel

foods and novelfoods ingredients. <br> For these, please go Back to your Dashboard and
inftiate a Novel Foods Application

2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS Food and feed 'y Dominic Turnbull = m
applicant

()

R

| Submit |

Nutrition Application
NUT 2021/22978 Technical Dossier

@ + Pre-Application information

+ General/Scientific Information *

DOSSIER DATA

Administrative Data + List of annexes, references and checklist *

Public summary

Technical Dossier

AUTHORISATION TYPE

Nutrient Sources

APPLICATION TYPE
Application for the authorisation of new
nutrient sources
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NOTE

g The submission process is the same for all dossiers which are assessed by EC and
EFSA. This Food Additives [34] submission example illustrates the process, covering:
Administrative Data, Public summary, NOS declaration, Pre-Application IDs, Study IDs,
how to manage a section that is 'Not applicable', and how to submit.

NOTE
g EFSA landing page for all Nutrition Regulations and Guidance documents.
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4.6 Novel & Traditional foods

Novel food is defined as food that had not been consumed to a significant degree by
humans in the EU before 15 May, 1997, when the first Regulation on novel food came
into force'. Novel food can be newly developed, innovative food, food produced using
new technologies and production processes. The Traditional Foods domain is a subset of
Novel Foods?, relating to food traditionally consumed in countries outside the EU.

Submission types and legislation

Authorisation type Application type In accordance with
Novel Foods Application for the authorisation of a new novel food Regulation (EU) 2015/2283

Application for the modification of an already authorised novel food

Traditional Foods notification  Notification for the authorisation of a new traditional food Regulation (EU) 2015/2283

Notifications for the modification of an already authorised traditional food

Traditional Foods application Application for the authorisation of a new traditional food Article 16, Regulation (EU) 2015/2283

Application for the modification of an already authorised traditional food

NOTE

3 The 'Traditional Foods application’ option in the ESFC dropdown menu is not visible
because the application submission is only possible if the Traditional Foods notification
is rejected for safety reasons. In that instance, the Applicant may resubmit according to
the conditions as outlined in Article 16 of Regulation (EU) 2015/2283.

NOTE
3 EFSA guidance: Guidance on the preparation and submission of the notification and
application for authorisation of traditional foods from third countries in the context of
Regulation EU 2015/2283 (Revision 1) (update 2021).

EFSA landing page for all Novel Foods Regulations and Guidance documents

'Article 3, paragraph 2 of Regulation (EU) 2015/2283
2Article 3, paragraph 2(c) of Regulation (EU) 2015/2283
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4.6.1 Getting started

Postpone

ier: N | Food
Create a dossier: Novel Foods

NOVEL FOODS (2

Applicant drafts & r D \

R RFI RFI Five-day review and Subject to Il

commenting period authorisation
European Validity check & - .| Management Risk Standing
by EC p:;p;l;aﬁ::ﬁ;ﬁ :f:;“:;’:::; Committee
Act by EC

Member State
Terminate dossier
or vnthdraw

Suitability / i
completeness Assessment by
check by EFSA EFSA .
Adoption of
authorisation
[
consultation
period on draft
Implementing
Act

According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select Novel Foods from the Food domain list.
Then choose your Authorisation type Novel Foods and the Application type, then

press 'Start process'.

E-SUBMISSIONS Food and & Domini =]

E-SUBMISSIONS Focd and fee & DominicT

Start new application Start new application

® ®» M
© B m

[c]
(c]

= - Foodand ee PR bull+
=l ©susmissions eme T @

Start new application

Start new application

1 Novel Foods 1 Novel Foods

o

2| Novel Food Authorisation 2 Novel Food Authorisation

3 | Application list v 3 | New Novel Food
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2. The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS Food and fee

Novel Foods Application

NF 2021/23046 Technical Dossier
m + Pre-Application information L]
+ Identity of the novel food 2]
Adminiztrative Dat + The production Process [}
Summary d + Compositional data °
4+ Specifications 2]
+ The history of use of novel food and/or its source * e

<+ The proposed use(s) and use levels and anticipated intake L7)

<+ Absarption Distribution, Metabalism and Excretion (ADME) (-]
+ Bioavailability ()
+ Nutit wFarmat (-]
(ogical )
e
+ Subs L2]
+ Chronic toxicity and carcinogenicity L]
+ Reproductive and developmental toxicity 2]
+ Humandata L]
+ Allerganicity =)
+ Concluding remarks (7]
AUTHORISATION TYPE
Novel Food Authorisation + Refersnces °
APPLICATION TYPE
+ Annexesto the dossier e

Mew Novel Food

NOTE
S The submission process is the same for all dossiers which are assessed by EC and
EFSA. This Food Additives [34] submission example illustrates the process, covering:
Administrative Data, Public summary, NOS declaration, Pre-Application IDs, Study IDs,
how to manage a section that is 'Not applicable’, and how to submit.

NOTE
EFSA landing page for Novel Foods Regulations and Guidance documents.
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Create a Notification dossier: Traditional Foods

TRADITIONAL FOODS

Applicant drafts & submits
Notification

o
Five-day review and
commenting period

European idi 4 . ‘ sk

c I Management
ommission final process

Suitability E":;'r‘;?“

consultation

Adoption of
authorisation

consultation
period on draft
Implementing
Act

Terminate dossier
or withdraw

TF APPLICATION
] Rejected for mumm— o7s01 18 3 e LA o s
* Safety Reasons involving EFSA (Article 16)

1. According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select Novel Foods from the Food domain list.
Then choose your Authorisation type Traditional Foods and the Application type
(note that only the 'Notification' option shows, because the 'Application’ option is only
enabled following a safety objection to the notification), then press 'Start process'.

E-SUBMISSIONS Food and feed 4 oomnicTumbul- () E-SUBMISSIONS Food and fee & pomincTumbul - (@
appiicant applicant

Start new application Start new application

Novel Foods

2 | Traditional food notification

E-SUBMISSIONS Food and feed 4 DominicTumbul~ @) E-SUBMISSIONS 7o0d and feed & pomincTumbul - ()
appicant appicant

@&
a Start new application Start new application
a 1 Novel Foods
2]
2 Traditional food notifiation
o

3 | Applicationlist

New od
Modification of an already authorised traditional food
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2.

The Technical Dossier section is structured according to legislation and unique to
each domain.

E-SUBMISSIONS Food and feea a Dominic Turnbull -

agplicant

()

If your notification is rejected due to the safety objection(s), your dossier path has
ended. However, by clicking the 'Create draft application in accordance with
Article 16' button which displays, followed by OK, the ESFC platform will rebuild
the dossier as an Application in draft state, with several extra sections requiring
information.

E-SUBMISSION

(' create draft application i

Novel Foods Application
NF-2022-56457 Dossier Overview

2062022 @) Rejected for safety Objections

oossieRD
Overview o EC Risk Management

You will be notified when the draft dossier is ready for your input.

NOTE

g The submission process is the same for all dossiers which are assessed by EC and
EFSA. This Food Additives [34] submission example illustrates the process, covering:
Administrative Data, Public summary, NOS declaration, Pre-Application IDs, Study IDs
how to manage a section that is 'Not applicable', and how to submit.

NOTE

g Note EFSA's Guidance on the preparation and submission of the notification and
application for authorisation of traditional foods from third countries in the context of
Regulation (EU) 2015/2283 (Revision 1).

How to build your dossier

(" Subrmit
Novel Foods Application _ n h i
NF 2021/23166 Technical Dossier
m + Pre-Application information 7]
0SS ER DATA + |dentity of the traditional food * [7]
Administrative Data + The production Process * [}
Summary data
= e + Compositional data * [7]
Technical Dossier
+ Specifications * 12
+ Data from experience of continued use * [7]
+ Proposed conditions of use for the EU market * L]
+ Concluding remarks 7]
+ References* L]
AUTHORISATION TYPE
Traditional foed notification + Annexes 10 the dossier * @
APPLICATION TYPE
New traditional food + Other relevant information * [7]

)
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Create an Application: Traditional Foods under Article 16

TRADITIONAL ?

reoeewicunon Vgl \
Acknomzzgemem —

E ubject to
RFI Five-day review and
\ omm od o refusal
European Confirm Management Man:;:':“m Standing
ission validif preparation draft Committee
Commissio ty Implementing final process
Act
EC
Suitability
EFSA check (30 Assess
working days) (9 months) .
Adoption of
authorisation
MS

consultation
period on draft
Implementing
Act

Member State

Where duly reasoned safety objections are raised during the evaluation, the notification
is rejected by EC (via a Commission Decision) and the Applicant is invited to resubmit

a Traditional Foods application under Article 16 of Regulation (EU) 2015/2283. EFSA
will carry out the Risk Assessment, and EFSA will also manage any confidentiality
assessments. It is also possible that EC will send a dossier directly for Risk Assessment
without the Suitability Check.

Refer to the original (rejected) notification dossier to access the confidentiality dashboard.

1. You are informed about the rejection. Go to the dossier via the dashboard or use
the link in the email notification. Click 'Create draft application in accordance with
Article 16'.

( create draft application in accordance with Article 16 )

NF-2022-56457 Dossier Overview

anos2022 @) e Rejected for safety Objections

DOSSIER DATA
Overview —_— ° EC Risk Management

2. A new dossier is created containing the notification information and submitted files, in
draft state. A new application number is assigned, and the dossier type is Traditional
Food Application (TFA). A link shows the rejected dossier number. You can click
between the two.

Complete the additional fields in the technical dossier. Click Submit to begin the
process.
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E-SUBMISSION 2 tf - Applicant FSCAP =

Applicant

(< €

Novel Foods Application
TFA-2022-56479

Linked to NF-2022-56478

Administrative Data

Data fields in this Admini ding “Person responsible for the dossier" as well as "EU representative” &

ublicly available as they are submitted withou

anitisation. However, the file

Manufacturer(s)"

ere

DOSSIER DATA

Identity of the traditional food to be authorised * ©
Administrative Data

Name
Summary data B I

Default text
Technical Dossier

AUTHORISATION TYPE
Traditional Food Application

NOTE

The Traditional Foods application’ option in the ESFC dropdown menu is only visible
if the Traditional Foods notification has first been rejected for safety reasons. In that
instance, the Applicant may resubmit according to the conditions as outlined in Article
16 (EU) 2015/2283.

NOTE

EFSA guidance: Guidance on the preparation and submission of the notification and
application for authorisation of traditional foods from third countries in the context of
Regulation (EU) 2015/2283 (Revision 1).
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4.7 GMO authorisations

Applicants can apply for all GMO authorisations by submitting a dossier through the
ESFC. Authorisations are valid throughout the EU and may cover:

« Cultivation

* Marketing of food and feed and derived products

« GMO Part C and Part B

If the GMO is to be used in food or feed without cultivation: applying for food and feed
purposes is enough. If the GMO is to be used in food or feed with cultivation in the

EU: companies need applying both cultivation and food/feed purposes under the same
Regulation. If the GMO is not to be used in food or feed: applying for authorisation for

cultivation is enough.

For renewal of food and feed applications, the dossier is submitted to the EC at least
a year before consent expiry. It carries out administrative validity checks before EFSA’s
scientific validity and confidentiality checks.

Submission types and legislation

Authorisation type
GMO Food and Feed

Summary notification for the release of GMOs
other than higher plants (GMOTHPs)

Summary notification for the release of GM
higher plants (GMHPs)

GMO Part C — Deliberate release into the
environment of genetically modified higher
plants (GMHPs)

GMO Part C — Deliberate release into the
environment of GMO other than higher plants
(OTHPs)

Application type
Application for authorisation of a new genetically modified food and/or feed

Application for renewal of authorisation of genetically modified food and/or
feed

Application for modification of an existing authorisation of a genetically
modified food and/or feed

Summary notification concerning) New release of GMOs other than higher
plants

Summary notification concerning) Modification of GMOs other than higher
plants already released

Summary notification concerning) New release of GM higher plants

Summary notification concerning) Modification of GM higher plants already
released

Notification concerning new release of genetically modified higher plants

Notification concerning renewal of release of genetically modified higher
plant

Notification concerning new release of GMOs other than higher plants

Notification concerning renewal of release of GMOs other than higher plants

In accordance with

Articles 11 and 23 (EC)
1829/2003

Regulation (EU) 503/2013

Directive 2001/18/EC-Part B

Directive 2001/18/EC-Part B

Directive 2001/18/EC-Part C

Directive 2001/18/EC-Part C

TIP

An applicant must submit food and feed samples for evaluation to European

Union Reference Laboratory for GM Food & Feed (EURL GMFF). The EURL's
acknowledgment of its reception of samples, reagents and methods should appear
within the dossier, as indicated in EFSA's completeness checklist. Therefore, EFSA
recommends that the documents and samples are provided before submitting GM plant

applications.

How to build your dossier
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NOTE
g EFSA landing page for all GMO procedures Regulations and Guidance documents.
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4.7.1 Getting started
Create a dossier: GMO Food & Feed

GMO Food & Feed
Applicant drafts & submits
application RFI RFI / RFI
Member State Receive & \ Adminstrative J
(MS.CA) Acknowledge check
EFSA Risk

Assessment  EELLIIL L)

Suitability / Consultation
EFSA completeness with EC and
check [ 3 MS-CAs - their
opinions are
member

shared with
Other EFSA and EC
states
Ei ean Risk Standing
j dmw" e
ll Adoptlon of the

Terminate Commem
Withdraw Authorisation

1. According to EFSA guidance and EC regulation, the appropriate domain template
will be generated via the following steps. Select GMO from the Food domain list.
Then choose your domain type GMO Food & Feed, the Application type, the
Recipient Member State and the appropriate Competent Authority, and then click

'Start process'.

" following
consultation on
EFSA opinion

Start new application

ESUBMISSIONS

Start new application
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Start new application

#
]
&
)
o

Start new application

c o » m 2 ||

2. The Technical Dossier section is structured according to legislation and unique to

each domain.
E-SUBMISSION Food Chain platform
™\

(<

A

GMO Application
GMFF-2023-101818

%

+
DOSSIER DATA

*

Administrative Data

+

Public summary

Technical Dossier

DOWNLOAD ALL FILES.ZIP [

+

+

MEMBER STATES / COMPETENT
AUTHORITIES

Austria -

Bundesamt fur Eréahrungssicherheit  ~

AUTHORISATION TYPE
Food and Feed - Regulation (EC) No

NOTE

Technical Dossier

Pre-Application information

Part | - General Information*

Part |l - Scientific Information*

Part lll - Cartagena Protocal*

Part |V - Labelling*

Part V - Methods of detection, sampling and reference materials*

Part VI - Additional information to be provided for GMOs and/or food/feed containing or consisting of GMOs*

List of annexes, references and checklist*

o0 Applicant FSCAP ~ @

Applicant

( Submit )
W=y

The submission process is the same for all dossiers which are partly assessed by a
MS-CA. This 'Substance to be used in plastic material' submission example, in Food

Contact Materials [14], illustrates the process, covering: Administrative Data, Public
summary, NOS declaration, Pre-Application IDs, Study IDs, how to manage a section
that is 'Not applicable', and how to submit.

NOTE

EFSA landing page for GMO Regulations and Guidance documents.

Create a dossier: GMO Part B

Deliberate release of GMOs for any other purpose than for placing on the market

How to build your dossier

Renewal applications are directed to EC rather than the MS-CA, using the same path
followed by Food Additives [34].
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(2) -
/ i I\

GMO Part B
Applicant drafts &

submits notification REI

n
change
: \'\\su itted /
Member State Receive c \ Reporting
SNIF & ompleteness . Final decision :
od
(MS-CA) Acknowledge —) check _j . vt — -consem peri
onsultation

period
European Summary
7 5 shared
Commission i
Summary
Othe r shared
member (SNIF)
states
Authorised

1. According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select GMO from the Food domain list. Then
choose your Authorisation type — in this example we select Deliberate release of
GMO or a combination of GMOs for any other purpose than for placing on the
market.

From the Application list, select the Summary Notification for the release of
genetically modified higher organisms other than higher plants, or genetically
modified higher plants. Choose the Recipient Member State and the Recipient
Organisation/Competent Authority (within whose territory the release is to take
place). This MS-CA choice can later be changed.

Click 'Start process'.
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2. The notifier must complete all the sections for the Summary Notification Information
Format (SNIF), i.e. from sections A to J, noting the mandatory fields.

©) « ("submit )
GMO Application
GMO0B-2022-54421

@ Details of notification *

Details of notification

A- General information

Dossier saved at 14:20:31

SNIF DATA
Details of notification here

A- General information
Member State of notification

B. Information relating to the recipient or Austria ~ | clear ‘
parental organisms from which the GMO
is derived Title of the project

Title of the project here
C. Information relating to the genetic

modification Proposed period of release
20221026 20230426
D. Information on the organism(s) from
which the insert is derived
E. Information relating to the genetically
modified organism Notifier «
F. Information relating to the release = XYZ company
G. Interactions of the GMO with the Name of institute or company Email
environment and potential impact on the XYZ company xyz@mail.com
environment, if significantly different
from the recipient or parent organism §
Phone number Website

3. Once all the information is in place, click Submit. You will receive an email
and acknowledgement of the date and notification number from the MS-CA. The
dashboard and badge show 'Application received'. The notification details are shared
with EC and all MS-CAs to enable the 30-day (by calendar) Observation Period. EC
publishes the summary in the GMO register.

A- General information LIl GMO Application

GMOB-2022-54421

\

Dossier GMOB-2022-54421: Draft
SNIF Overview

[+ ] wis/ca summry Validation Check

Proposed period of release

20221026 20230426

4. The initiating MS-CA manages the observation period, comments and objections.
As a result, you may receive Requests for Amendments (in which case see this
chapter [96] on RFIs). Note that if parts of the sections or subsections referred
to in the RFI remain locked, you can provide additional information within the RFI
message itself, and/or attach documents, before resubmitting the dossier.

5. Any MS-CA may request the full notification (i.e. have access to the full dataset
supporting the GMO notification). This takes place outside ESFC.
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6. If approved, after the release has taken place, the notifier will have to submit the
release reports as per Article 10, Directive 2001/18/EC.

E-SUBMISSION

Overview

A- General information

B. Information relating to the recipient or
parental organisms from which the GMO
is derived

C. Information relating to the genetic
modification

. Information on the organism(s) from
which the insertis derived

E. Information relating to the genetically
modified organism

F. Information relating to the release

16/05/2022

(=]

o Applicant FSCAP =

< €
GMO Application SNIF Overview
GMOB-2022-54421

Consent Given

s SNIF Observation Period Finished

ol Request For Information answered

s Application On Hold - Request For Information

o =™

7. If rejected, the SNIF remains published in the GMO Register.

NOTE
S EFSA has no role in GMO Part B natifications, and therefore the information provided
is not impacted by the Transparency Regulation. However, all MS-CAs are informed

of the notification. They have access to the content, and they may raise objections or
comment during the consultation, which could lead to RFls.

How to build your dossier

80



How to submit a dossier for EU authorisation

Create a dossier: GMO Part C (GMHP & GMOTHP)

Deliberate release of Genetically Modified Higher Plants (GMHP) / Other Than
Higher Plants (GMOTHP)

GMO Part C
Applicant drafts &
submits dossier

Risk
Assessment
Report sent

nnnnn

European Summary v Assessment
. validity y
Commission check

Consultation

Other
member
states

Reject

Withdraw

Applicant

Objection

Regulatory
Committee /

Consent

Authorised

[l JMember State

Objection
uuuuuu

Assessment

|
Subject to
EuroPe_an_ EC Risk EC Risk Authorisation
Commission LB Assessment Management
Consultation
Review
Other
member
states
EFSA Risk
y 2 e e

Assessment

Reject

Withdraw

1. According to EFSA guidance and EC regulation, the appropriate domain template will
be generated via the following steps. Select GMO from the Food domain list. Then
choose your Authorisation type — in this example we select Deliberate release
into the environment of genetically modified higher plants (Directive 2001/18/
EC-Part C). The path is the same for GMOTHP.

Select the Notification type as 'New' or 'Renewal’, the Recipient Member State
and the Recipient Organisation/Competent Authority from the list provided. This
MS-CA choice can later be changed. Note that Renewals must be directed to the
same MS-CA to which the original notification was submitted.

Click 'Start process'.
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2. Complete the administrative data. Note the mandatory fields (*). Note the message
beside the '¢" icon. If your login email is associated with one or more applicants,
the 'v' symbol will appear from which you can select the appropriate Applicant. The
top-left dossier number will remain throughout. The top-right notification bell indicates
activity.

o) .

( submit )

GMO Application
GMHP-2022-53919

DOSSIER DATA

Administrative Data

Administrative Data

= Phoneyman
Public summary

Technical Dossier I account in the Connect EFSA system, and then proceed

dst, you will not be prompted with your pre-application details during the input process, but you can still enter the pre-application details manually
MEMBER STATES / COMPETENT
AUTHORITIES

Austria Applicant Name Email
Phoneyman v PeterHoneyman@mail com

So und

Kensumentenschutz (BMASGK) — Phione it Aapplicant/Company name *

Federal Ministry of Labour, Social 123456

Affairs,Health and Consumer

Address
DLW SIT 071020201 Applicant 3

Test Address
AUTHORISATION TYPE

Deliberate release into the environment of

3. The column top shows the dossier status and phase. The three dossier sections
remain throughout. The bottom section displays the authorisation and application

type.
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E-SUBMISSIQN Food Chain platform

O ¢

GMO Application
GMHP-2022-53919

@D D

DOSSIER DATA

Administrative Data

Public summary

Technical Dossier

MEMBER STATES / COMPETENT
AUTHORITIES

Austria -

Bundesministerium flir Arbeit,
Soziales, Gesundheit und
Konsumentenschutz (BMASGK) -
Federal Ministry of Labour, Social
Affairs,Health and Consumer
Protection

4. Click the '?' to see contextual help for the field.

The Applicant is the business operator which submits the
application. Your user account may be linked to one or several
organisations created in EFSA's user management system
(Salesforce). You can pick the organisation of your choice from the
list to pre-populate the contact details - or if the organisation is not
listed, you can enter the information manually.

Even if you select an organisation from the list, you can still change
the contact details. In the case of an authorisation modification, if the
application is submitted by a business operator different from the
applicant who submitted the original application, Article 21 (EC)
1935/2004 on sharing of existing data applies

5. Click on 'Copy applicant contact details' to duplicate the Applicants' data inserted
in Step 2, in case the person responsible is working in the same company as the
Applicant. Fields can be manually overwritten.
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Contact person/Person responsible for the dossier contact details #

— New responsible

Copy applicant contact details =

Name of contact person / Person responsible Name of the entity/organisation *

Peter Honeyman

Email * Phone number *
Website Address *

A
Post code * Country *

Select a country

6. Enter the 'Subject of the request'. You may consult the contextual help note '?' for
additional information.
Subject of the request

B I

7. If a data-sharing agreement is available, relating to the entire dossier, click the

'Yes' radial. Click 'Add document' for multiple agreements. Note the default 'Non-
confidential' badge.

Data sharing agreement in place -
Files Type Status Data sharing agreement in place /EI
- non confidential.pdf Technical dossier text I I. . e -
— Metadata .

Publicly Available @

QO Yes, IPR owned/acquired O Yes, IPR NOT owned @ No

Document type @

Technical dossier text w | Clear
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8. Indicate for each document whether it is 'Publicly available', or whether there are
related IPR considerations. The default setting is 'no'. Publicly available files cannot
be claimed as confidential. Confidentiality treatments already requested for this file
will be automatically removed. For more information on how IPR impacts disclosure,
read the chapter on Intellectual Property Rights [119].

Publicly Available @
| @ Yes, IPR owned/acquired |O Yes, IPRNOT owned O No

The applicant must ensure that terms and conditions asserted by any rightsholder of studies, information or data submitted to EFSA are fully satisfied. The
applicant may consult with copyright licensing authorities (i.e. at national level) for guidance on purchasing the appropriate licenses to provide studies,
information or data to EFSA, taking into account the proactive disclosure requirements as detailed in the "Publicly available " help note

Publicly Available @

O Yes, IPR owned/acquired | @® Yes, IPR NOT owned |O No

e

For publications already available to the public (e.g. studies published in scientific journals which may be accessible upon payment of fees) for which
the applicant does not have or cannot obtain IPRs for the purposes of the proactive public disclosure requirements (j.e. reproduction of the study on

EFSA's website), the applicant must provide:
(a) a copy of the relevant publication. The copy of the relevant publications will be used for assessment purposes only.

(b) and in this free text section the relevant bibliographic references/ citations (indicating where these publications are available to the public and their
web links for public dissemination on EFSA's website,

9. Now identify the 'Document type' via the metadata dropdown menu (see Appendix
A [157]). In this instance, we select 'Data Sharing agreement/Access letter'.
Data sharing agreement in place

@®Yes O No

Files

+ o
Certificate of analysis
- O
Checklist
Code for statistical analysis
Correspondence
Cover letter

Data Sharing agreement

Flow charts

Document type is mandatory

10. Upload the cover letter.

Cover letter = 2]
Files Type status Date
+ Choose file Browse

Add document
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85



How to submit a dossier for EU authorisation

11. Click the 'Public summary' tab, upload a public summary. The document can be

[ N |

replaced using the ' < "icon.

E-SUBMISSION Food Chain platforn o Applicant FSCAP ~ @

Applicant

(O '

( submit )

GMO Application Public summary :
GMHP-2022-53919 Dossier saved at 10:02:39

Draft Public Summary * (2]

Bear in mind that the public summary will be published automatically in the public website and that no personal data
DOSSIER DATA should be included therein.

non confidential.pdf
Administrative Data

Public summary

Technical Dossier

12. Click to the Technical dossier. The full table of contents reflects the sections required
by legislation and outlined in EFSA guidance.

E-SUBMISSION Food Chain platform LD Applicant FSCAP ~ @
Applicant
Y ( Submit )
GMO Application : :
pp Technical Dossier _
GMHP-2022-53919 Dossier saved at 10:02:39
m + Pre-Application information (2]
+ General Information*
DOSSIER DATA
Administrative Data + Scientific Information non confidential files
+ Additional Information* [}

Public summary

. X + Environmental Risk Assessment - Conclusions* 7 non confidential files J 2]
Technical Dossier

Conditions for the placing on the market of the product, including specific conditions of use and

MEMBER STATES / COMPETENT * handling - Art. 13 (2)(c)* (2]
AUTHORITIES
Austria - + Proposed period for the consent - Art. 13 (2)(d)* (2]

13. If you engaged with EFSA during the pre-submission phase, you would have been
assigned a Pre-Application Identification number. Please input it here. Note the
format. Click 'Add' to include multiple IDs.
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Help x

sived a Pre-Application

identification number fro

the Fractical Amangeme:

Submit

Technical Dossier

= Pre-Application information

Pre-Application I Validation Format

EFSA-ID-part1-part2
+ part1: 4 digits
+ part2: 6, up to 8 digits

Have you received a pre-application identification from EFSA?

@® Yes O No

Pre-Application Identification*

EFSA-ID-2021-123456 Remove

Remove

| Add

14. If you pre-notified any study which was withdrawn or is otherwise not present within
this dossier, input its Pre-Notification ID here, including a justification for why it has
been omitted. Click 'Add' if there are multiple study omissions.

If necessary, please provide the study identifications of studies that have been notified in the database of study
notifications (established by EFSA) that have not been included in this application and/or have been withdrawn
from the database. In addition, please provide justifications explaining the reasons why these studies were not
included or withdrawn, respectively.

The justification for the non-inclusion of pre-notified studies is not subject to confidentiality rules and will be

disseminated once the dossier is validated. So please consider this to be a public document in terms of
personal and confidential information.

EFSA-2021-12345678 Justification for non-inclusion...

| add |

15. Complete the General Information section, including Unique Identifier(s) and the
scope of the notification.

16. In any section, when you upload a file, you must select the metadata 'Document
type' from the dropdown menu. If you upload a study report, select 'Study Report'.
This will launch some additional fields (e.g. EFSA study ID, Study type, Title, authors
etc.)
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Used as antimicrobial agent

s @ N

Adding a file is optional

Files Type status Date

—

Publicly Available

Operating Procedure
Document type * @ perating .

| . Other

Select 3 document type

+ Owner- License Information
Publication

| Raw Data

Scientific Summary

Study design

Summary report

17. If you have a study identification, i.e. the study was pre-notified with EFSA, click Yes
and input the Study ID. Then complete the study ID type and identifier. If you have no

EFSA study ID, click No and provide a justification.

Document type @
Study Report ~ | Clear

STUDY IDENTIFICATION @ STUDY IDENTIFICATION @

Document type @

Study Report

Have youreceived a EFSA stidy ldentification 2. Have you received a EFSA study identification ?

C No O Yes
EFSA study identification

EFSA-2022-00001234

The justification that must be given to explain the reasons why a study was not notified is not
subject to confidentiality rules and will be disseminated once the dossier is validated.

Study ID type Therefore, please consider in terms of providing personal and confidential information that
this justification will be disseminated exactly as provided,

Justification for not having an EFSA study identification *

Laboratory study ID ~ | Clear | 12345 +

18. Complete the study details fields, with related dates and values. Note that these

entries will be published.
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STUDY DETAILS

Study type *

Select a study type

Study completion date *

Study guidelines

Select a study guidelines

Study author

Add document

Vertebrate study
- QO Yes @ No

Title *

Study quality type * Help x

lect a study quality type

Study Details

Choose the study type and provide the full study title. If the original
title is not in English, an English translation should also be provided.

Give the study completion date.

For the study quality, select the appropriate mechanism used for
formal recognition of compliance and conformity.

Select a study guideline that was followed in principle.
Identify whether this was a vertebrate study.
Name the study author(s) (not mandatory). noting that this will be

disseminated unless
Article 39(e)(1) or A

idential treatment is re ted under

e 39(e)(2) of the GFL Reg:

These study details are not subject to
Confidentiality treatment and will be published on
the OpenEFSA portal upon the dossier validation.

19. You can upload non-confidential files and files containing confidential information.
By default, the green badge indicates 'Non confidential'. Click the three dots and
select 'Request confidentiality treatment' once you have uploaded the confidential
version. The badge will now indicate 'Confidential'. You can make one, or multiple,
requests for confidentiality in a single file. See How the request confidentiality [130]
for more details. Note that missing metadata (in this case the file type) is not flagged
until the point of submission, triggering a blocking message.

— Molecular characterisation *

Files

+ non confidential.pdf

+ Scientific xyz confidential
version.pdf

+ Scientific abc confidential. pdf

‘ Add document I

Type

Technical dossier
text

Certificate of
analysis

L contdenaies 3 1 nomconfenia e PR

Status Date (2]
Non-confidential 11/04/2022
15:18
Request confidentiality treatment (2]
12/04/2022 4 oy
14:40
Update document
Confidential 12/04/2022
G MIAQ Remove document and data

20. If certain mandatory fields do not apply to your dossier, click 'Not applicable' and

provide a justification.
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8 Not applicable @

Justification

- Toxicological data
Please provide a justification for why you consider this content section to not be applicable fo your dossher. Note that thés justification
will be publicly viewable without prior validation, o please ensure that it containg no personal detalls or dats which you consider 1o

be confidential
= Summary of the Toxicological data *

Provide 8 justefication here.

O Not applicable @

Files Type status Date

+ Choose file Browse o

21. When all dossier sections have been completed, click 'Submit'. If mandatory fields
remain incomplete, or metadata is missing, error messages will appear. These need
to be addressed. Click on 'Go to validation error' to arrive at the blocked section.

saved at 14:40:48

Technical Dossier

22. Click 'Submit' and input a final message. Click 'Complete action' to send. The
dossier is sent and cannot now be edited without invitation.

Dossier GMHP-2022-53919: Draft

O °

Draft Application Received
With Applicant Acknowledgement by MS/CA

Comments

Comment here regarding the dossier..|

Complete action

23. The dashboard status changes to 'Application received'. Acknowledgement will
follow, then the validation process begins. A 'Pre-submission overview' tab appears,
which collates on one screen the data, as inputted, relating to the pre-submission
phase. You now need to wait. For any action taken in relation to your dossier, a
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relevant entry will appear in your timeline. If an action is required from you, you will

receive a notification.

E-SUBMISSION

GMO Application
GMHP-2022-53919

Overview

Administrative Data

Public summary

Technical Dossier

Dossier Overview

o MS/CA Summary Validation Check

04/2022 ° = Application Received

Presubmission Overview

MEMBER STATES / COMPETENT
AUTHORITIES

NOTE
g The Applicant can withdraw the dossier at each step, and the selected MS-CA can
terminate it at each step. If EFSA is involved, EC can terminate the process.

GMO Part C — path after submission

1. 'Application Acknowledged' appears on the dashboard and the 90-day (+/- 15)
process begins until the Risk Assessment report is shared. If the dossier is
terminated by assessors, the Applicant is notified and this status appears in the
dashboard. The left blue badge also shows the status.

2. If an RFl is received, the dossier goes on hold with no response deadline assigned.
Note the new 'Request for Information' appears (see the RFI chapter [99])
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E-SUBMISSION f =

< €«

( Resubmit Withdraw )

GMO Application
GMHP-2022-53919

Application On Hold - Request For Information

Dossier Overview

13/04/2022 ms  Application On Hold - Request For Information
- ease find RFIs within your dossie

DOSSIER DATA

Overview

Administrative Data

Request For Information

Public summary — Technical Dossier = —

Technical Dossier Section Requested  Answered  Closed  Action

Molecular characterisation o

PROCESS DATA
Request For Infermation Comparative analysis of agronomic, phenotypic and compositional characteristics (1]

Presubmission Overview T2/08/2022 e Application Recerved

t here regarding the doss

MEMBER STATES / COMPETENT
AUTHORITIES

E-SUBMISSION Food Chain platform e Applicant FSCAP + a
Applicant

on
(<) ¢«

( Withdraw )

GMO Application
GMHP-2022-53919

Application Acknowledged

Dossier Overview

13/04/2022 o Testac  Request For Information answered
o4 See new files added to sections with RFI

DOSSIER DATA

Overview

Administrative Data 13/04/2022 ° ms  Application On Hold - Request For Information
v Please find RFIs within your dossier

Public summary .
( Viewrequests |
\ q J

Technical Dossier

4. During the validation check, the dossier summary is shared with EC and other MS-
CAs. EC publishes the summary and any public comments received. This step does
not apply for a notification renewals, in which no Summary is required.

Lo Applicant FSCAP = @

Applicant

| Withdraw |

Dossier Overview

Sl 1 W Ms/CA Validation Check

14/04/2022 ° ms  Summary Completed
08

Member states and Commission informed of new application. Summary shared

B Dossier summary shared.pdf

5. Once validity is confirmed, the Risk Assessment Report is shared (see the new
'Shared documents' tab) and the 105-day Risk Assessment period begins, triggering
MS-CA confidentiality assessments. The new 'Confidentiality Assessment' tab
opens the dedicated dashboard. See this section [137] for details about the
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7.

confidentiality process. If rejected, the MS-CA informs the Applicant, EC and other
MS-CAs, with a reason for the notification rejection.

E-SUBMISSION o Applicant FSCAP = E
Applicant

<) <

\ Withdraw \

GMO Application

GMHP-2022-53919 Dossier Overview

14/04/2022 ° ms  Risk Assessment Report Completed
DOSSIER DATA B Document attached.pdf
Overview
Administrative Data = o Y N —
Public summary

14/04/2022 ° ms  Validity Confirmed
Technical Dossier 2 B R
PROCESS DATA
Reduest For Ifaimiation (1 W Ms/CA Validation Check I8
Confidentiality Assessment

wouozs @t SummeyComplead

Presithmissinn Overview

All MS-CAs may submit comments or objections to the initiating MS-CA. The
initiating MS-CA can send RFls (which may or may not relate to these consultation
interactions), and the Applicant will be notified when the MS consultation is complete.
This will be reflected in the dashboard. The dossier moves to authorisation (see Step
9).

Dossier Overview

However, if MS-CA objections are not resolved, the Applicant will be notified.
This status will be reflected in the dashboard, and an EC review and EFSA Risk
Assessment are now required. The dossier can be withdrawn.

( withdraw )

Dossier Overview

14/04/2022 ° ms  Objections Maintained
17:14

Objection unresolved, see attached file

Bi Document attached.pdf

The dossier is referred to EC for its 45-day Objections Review, then forwarded to
EFSA for Risk Assessment and opinion. For this the dossier goes on hold. EFSA
assigns a Question Number which links to the non-confidential dossier content on the
Open EFSA dissemination portal. With its involvement, EFSA now has access to the
confidential dossier content, as submitted. However, EFSA still has no access to the
confidentiality dashboard itself. It is informed of decisions regarding confidentiality
requests, but not the interactions leading to a decision. The legal deadline for
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Risk Assessment completion is displayed. EFSA may send RFls to obtain more
information (see this chapter [99]).

E-SUBMISSION Fooc 2 o Applicant FSCAP @
Applicant

@ « (withdraw )

GMO Application

GMHP-2022-54055 Dossier Overview

Application Forwarded to EFSA

il &

15/04/2022 ° ersA  EFSA update 4
o Risk assessment deadline type : Lega ‘r: OpenEFSA portal
Risk Assessment deadline : 09/07/2022 01:59

EFSA question number
EFSA-Q-2022:02614 &£

Risk assessment deadline - Legal D
5/04/2022 ° EFSA "
9 July 2022 1:59 AM 5/04/2022 Application Acknowledged by EFSA

EFSA Question Number : EFSA-Q-2022-02614

DOSSIER DATA

Overview 0 EFSA Risk Assessment [

Administrative Data

15/04/2022 ° ec  Application Forwarded to EFSA
Public summary 25 L R

Technical Dossier Bi Document attached.pdf

9. EFSA submits its opinion, and EC Risk Management begins. Withdrawal is still an
option for the Applicant. The dossier is 'Subject to Authorisation' for 30-days with the
MS-CA Regulatory Committee.

10.

E-SUBMISSION Food Chain platfo 4D ppplicant FSCAP ~ a
Aoplicant
O] «
GMO Application Dossier Overview
GMHP-2022-53919
19/04/2022 ° Ms  Authorised
DOSSIER DATA

Overview - ° MS/CA Consent

Administrative Data

15/04/2022 ° s Subject to authorisation
Public summary 619 Objection: ve 2isk Assessment Completed messag

B Document attached.pdf
Technical Dossier

PROCESS DATA

14/04/2022 Q s MS Consultation Completed
Request For Information 0

/S consultation complete.

Confidentiality Assessment B Document attached pdf

Shared documents

Presuby 0
resubmission Dverview 14/04/2022 ° Ms  Risk Assessment Report Review
N Starting MS consultation period for EC and MS-CAs (non-public). Message here, possible doc attaches
MEMBER STATES / COMPETENT
AUTHORITIES
Austria

ium fir Arbeit,

14/04/2022 ° ms  Risk Assessment Report Completed
s I ent Rep ared
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NOTE
g EFSA landing page for all GMO procedures Regulations and Guidance documents.
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5 Requests for information

DOSSIER SUBMITTED:

During each phase, RFIs may

be sent to the Applicant by the

actor in that phase. For some domains,

while being managed by the

Commission, the platform provides the RFI appears on
Applicant with a time-period in which Applicant dashboard
they can request and justify an f)
extension to the RFI deadline.

Response

insufficent Respose
— follow-up sufficient —
questions RFI closed

|
Dossier fields unlocked only ‘\,
where additional data is ’ i

requested...

|

|\ ®@Notappi I
| cable

— T/ - ‘

sent

Following the dossier submission, the MS-CA or EC (depending on the domain) may
issue Requests for Information (RFI) before forwarding the dossier to EFSA. The Authority
then performs the Completeness and/or Suitability check in accordance with the relevant
legislation. It may also send RFIls, using its Appian system which integrates with the ESFC
platform, to ensure the dossier meets the standards for scientific assessment. An issued
RFI switches the dossier to 'On hold'. Novel Foods RFIs contain more legislative details in
a PDF attachment.

During this phase, for RFls raised by the Commission on some domains, Applicants have
the option to request an extention to the deadline. However, the time period to make the
request is limited — the date appears in red in the overview. The Applicant must provide

a preferred RFI deadline and explanation, after which the opportunity passes, and the
'Request extension' button disappears. The request is considered by the Commission,
which may agree with the proposed date or set an alternative (see Step 8, Responding to
a Request for Information [99]).
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NOTE
S The deadline extension request is available in the Novel Foods domain.

Once the RFI questions are addressed, with the information or files added to the
unlocked fields, the Applicant resubmits the updates. The actor involved assesses the
response and may seek further information.

During Risk Assessment phase

Risk Assessment begins after dossier validation. The clock counts down towards the
process completion — the timeframes vary by domain and application type. If the assessor
finds incomplete, insufficient, unclear or inadequate data, a clockstop is initiated and an
RFI is sent with a response deadline. Through the dashboard, an applicant can request
a deadline extension at any point, with an explanation. EFSA considers the request,
however it may set an alternative date.

| Dossier

Request RFI Extension

(WELY 2021 (m]

Extension Request Comments

E Request For Information - Deadline

Deadline : 23/01/2021 23:59

The RFI notification email links to the Applicant's dashboard, with the specific fields
unlocked and ready to receive further information. Requests for confidentiality treatment
can still be attached to specific information within new document uploads.

However, during the Risk Assessment phase, any existing documents containing
confidentiality request information (i.e. the grounds, justifications, related non-confidential
versions, etc) are locked. There is no 'Update’ option, so if changes are required, the
file must be deleted and re-uploaded as if new.
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NOTE

While we refer to 'Request for Information’' (RFI) on the ESFC platform and in
other related documentation, during the Risk Assessment phase EFSA refer to this
interaction as an 'Additional Data Request' (ADR). They are the same and are
addressed in the same way on the platform.

NOTE

EFSA may choose to initiate its 'clockstop' procedure if there's a significant omission
from the information provided during Risk Assessment. When this happens, the clock
on the regulatory timetable for the risk assessment is paused. You will see the
clockstop status on the dashboard overview section, as below. It will impact the risk
assessment deadline displayed on the top left of the screen.

See the chapter on Clockstop logic [124].

08/01/2021 o @ Clock Stop Started
18:06

Deadline : 28/01/2021 23:59

clock stop orem psum lorem Ipsum lorem psum lorem Ipsum Lorem Ipsum lorem

TIP

Swift and complete turnaround for RFls: Once the Applicant has fully responded
and resubmitted the dossier updates during a clockstop, EFSA assesses the reply and
manually restarts the clock. If questions remain for the RFI, the clock is reset for that
request until a suitable answer is delivered. Refer to EFSA's Administrative Guidance
for more detail on the "stop-the-clock" procedure and timing.

WARNING

The written exchanges which take place during the RFI procedure are disclosed, so all

actors must ensure they include no personal or confidential information.
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5.1 Responding to a Request for
Information

1. The notification bell # on the top right of the screen indicates activity on your
dashboard. A ‘Request for Information’ (RFI) tab appears on the left, red
outstanding RFI questions are number-flagged next to their section, and in the
dashboard you see the RFI entry. Click the 'Request for Information' tab in the
Process Data area to display the overview screen.

Food Contact
Material Application
FCM 2020/16940

L R
— o N Food Contact Materiajs
: F;ﬂg(e)gé!or lnrormation /
/16940 Fooq Contact Materials

2. RFls (and Additional Data Requests) can arrive during any assessment phase. The
label shows how many RFI questions apply to which section. Note that the Request
Extension button applies to all questions posed in the RFI bundle.

Open a section ‘+’.

Request For Information

© Deadline to resubmit your dossier : 06/03/2024 01:59
+ Administrative Data

[ vechricolpossi [ semered i

Request For Information

© Deadiine to resubmit your dossier : 06/03/2024 01:59

— Technical Dossier
Section Requested Answered Closed Action
Allergenicity [1] V\%
Annexes to the dossier (1]
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4. The question, with a possible document attachment, relates to a specific field in which
more information is needed.

RFI for Allergenicity .
Dossier NF-2024-109782

QUICK NAVIGATION

& Request for information [ Reauened ]

& Request for information C

RFI question here, with reference to specific section and field eic

Paragraph ~|EvB I YU S AIvAvEB-Y L (T E=—@ @~

Provide your cover message here relating to your RFI response(s), prior to sending..

\@ Please note that communication related to the Requests for Information (RFI) may be publicly disclosed by EFSA.

5.  Now scroll through the section (i.e. Overview, Administrative Data or Technical

Dossier) which contains the RFI question(s) until you see a red email icon @, then
supply the extra information in the unlocked field. Here, for example, an additional
Pre-Application ID has been requested.

- PreAppATO fomanor ]
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6. And here, for example, an additional document is required (or an alteration to the
existing document).
Go to the section and field. Click Add document, then provide the background
metadata and confidentiality information. Alternatively, click on the elipse to adapt
or delete the existing document. During the Suitability phase, you can update an
existing document, however, during Risk Assessment you can only delete an existing
document or add a new one — no update is possible.

Files

7. Once complete, provide the cover message (up to 20,000 characters in length) to
outline how you addressed this specific RFI question.
Various formatting options are available to allow you to clearly give details on
files provided or fields changed, or why any of the information requested was
not provided. Please apply the formatting directly in ESFC rather than copy-paste
formatted content from Word.

Click 'Add response'. You will see the red email icon is now green @ beside the
section. Please note, you need to respond to all requests before you are able to
resubmit the dossier.

RFI for Characterisation of the food additive(s) / Identification of substance(s) !

QUICK NAVIGATION

& Request for information [ Requested
= Request for information [ Requested ]
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8. CHECK IF EXTENSION WINDOW APPLIES TO ALL DOMAINS?? If a deadline
extension is needed for addressing any of the RFI questions, the dashboard also
provides the deadline extension facility (for some domains) for RFls arriving during
the Suitability, and all domains during Risk Assessment phases. Note that for RFls
raised by the Commission, the extension request is available for a limited time period.
Click 'Request extension'.

{ mesubmit ) (" withcraw )

Food Contact
Material Application

FCM 2020/16940 Dossier Overview

- - — @ Clock Stop Started o 08/01/2021
Deadline : 28/01/2021 2359
cluck stop erem ipsum lorem ipsum lorem ipsum larem ipsum. Lorem ipsum lorer

08/01/2021 B4 Request For Information - Deadline
e Deadiige.23/01/2021 2359

bossiERD
w2 Application On Hold - Request For Information Q@ woam
Overvien .
quest for information for your dossier FCM 2020716940 N
Administrative Data
Public summary
onoizon @) = Question Changed
Technical Dossier (] D 8/02/2021 23
Mandate code
(e e]
| Request For Information answered © oaoroon

Set your preferred date for EFSA or the Commission to consider, with a supporting
explanation. Click 'Request extension'. The revised deadline (or an alternative date)
will appear on the dashboard once the request has been assessed.

Dossier
Request RFI Extension

01/30/E8

Extension Request Comments

Request extension

9. The RFI overview screen also shows the total number of completed RFI questions
(in green), as well those not yet addressed (in red). When all are replied to, click
'Resubmit’.

Food Contact _
Material Application Request For Information
FCM 2020/16940

+ Administrative Data

EFSA question number

Overvizw

Request For Information
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10. A box appears in which you can provide a general cover message relating to your
response to the RFI package of questions. This also shows the dossier status path.
Click 'Complete action'. The dossier is resubmitted.

Dossier FCM 2020/16940: Application On Hold - Request For Information
m< >

Extra information provided within the section of the dossier|

Complete action e

11. Your response to the RFl is reflected in the dashboard.

=B Food contact
Dossier Overview

Material Application
F-1 FCM 2020/16940

o
[0}
(=] RFI extension deadline - EFSA decision
adline - 3(
Overview
Administrative Data
02 o esi A adline requested
Public summas 552
Technical Dossier

5.2 RFI reminder from the Commission

As the RFI deadline approaches, the Commission may issue a reminder notification. If RFI
questions remain unaddressed, the dossier cannot proceed and may be terminated.

Click 'Read more' to view the full legal message, containing relevant deadlines and other

legal aspects to the dossier. In this example, there are two outstanding questions and
there is still time to request an extension.

) €

(" Resubmit ) (" withdraw )

Novel Foods Application

NF-2024-112158 Dossier Overview

Application On Hold - Request For Information

09/02/2024 & Request for information reminder
s Comment: We  ref ur appl ] i Subject of q
SSIER DATA 1707402428066 (NF-2024-112156)

Administrative Data

Summary data

Requests for information

B RFI related document pdf

RFI deadline: 02/05/2024 015

Applicant deadline to request an extension:
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NOTE
g The RFI deadline reminder functionality currently applies to Novel Foods Authorisations
only.
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6 Communications channel

At any time, the Applicant can place comments and questions for the attention of the
Commission in the Communication channel. The Commission or Member States can also
initiate the communication flow. The comments, responses and files are not published or
shared with EFSA, however they are archived with the dossier for future reference.

The communication channel may be used by any actor at any time, and a response is not

time-limited or mandatory. It is currently available on the Novel Foods, Feed Additives
and Food Improvement Agents.

1. Click the 'Communications channel' tab on the left pane.

2. Enter your comment, with formatting for clarity, and you may attach a file. Click 'Send
comment'.

Q)
O

( Resubmit ) ( withdraw )

Novel Foods Application

Communications channel
NF-2024-112158

Application On Hold - Request For Information

Started on 8 February 2024 3:28 PM

DOSSIER DATA Chooseheading v | = v B T U § Alv A~ vLEElizE=—@ Bv
Qverview Comment entered here,
« with formatting

Administrative Data o hind possible file attached

Summary data

Technical Dossier (2]
PROCESS DATA

Reguest For Information Attach document
Presubmission Overview

Communications channel
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3. The comment is sent, the recipient is notified, and you may immediately send a
follow-up comment.

(<) &«

\
o

-
AN

( Resubmit ) ( Withdraw )

Novel Foods Application

Communications channel
NF-2024-112158

Application On Hold - Request For Information

Started on 8 February 2024 3:28 PM

DOSSIER DATA
TestAgent //
Overview

Administrative Data

Summary data
Technical Dossier [2]

PROCESS DATA Paragraph v EvB I U S5 |Alv AvRA~ T,|:Z i =

Request For Information Enter your comment here

Presubmission Overview

Communications channel

4. The comment is received. The communication channel flags the number of unread
comments. Once opened, the flag (i.e. the '1' marker) disappears.

e 2 7 S )
( Terminate ) ( RFIdeadline reminder )

Novel Foods Application >

NF-2024-112158 Dossier Overview

Application On Hold - Request For Information

09/02/2024 & Request for information reminder
ik Comment: ur “alions s Subject of the request
OSSIER DATA 1707402428066 (NF-2024-112158) as
Overview Read More
Administrative Data B RFlrelated document pdf
Summary data ROCESS DAT
gxtension: |¢
Technical Dossier Request For Information
flenied
ROCESS DATA . .
Presubmission Overview ‘
|
Request For Information
psted

Presubmission Ovprfiew

I Communications channel @) I

I Communications channel ) I Comment

5. Respond to the comment in the same way. The recipient is notified and the comment
marker now appears on their dashboard.

Novel Foods Application P
NF-2024112158

D Novel Foods Application
NF-2024112158
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WARNING

After the first user associated with a dossier clicks on the communications channel
to read a comment, the marker disappears. While all users receive individual email
notifications for each comment added, it is advised that the user checks the channel
occasionally to ensure nothing has been overlooked.
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7/ Authorisation process

" —
-

-~ & ‘
RI | ouTcomE

The ESFC platform requests verifiable detail across a full range of metrics that relate

to each dossier, to ensure that all applications and notifications face a rigorous, science-
based, and transparent control system. The above authorisation process diagram is laid
out here [159].

Transparency in the process

The platform has been developed to help applicants comply with the Transparency
Regulation. Transparency underpins consumer confidence in EU food safety, and
strengthens the reliability, objectivity and independence of the EFSA assessment process.
See more [152].

Who receives the application?

All dossier content is funneled through the ESFC platform, and immediately routed to the
actor designated by legislation.

1. Dossiers routed to the Member State Competent Authority (MS-CA) for which
risk assessment is carried out by EFSA: GM Food & Feed (new authorisations and
modifications), Smoke Flavourings (new authorisations and modifications), Health
Claims (new authorisations and modifications) and all Food Contact Materials.

2. Dossiers routed to the MS-CA for which risk assessment may be carried out by
EFSA: GMO (Part C) is managed by the MS-CA, and transparency rules only apply
when they seek EFSA's opinion.

3. Dossiers routed to the European Commission: Food Improvement Agents, Novel/
Traditional Foods, Feed Additives, GM Food & Feed (renewals), Smoke Flavourings
(renewals).

Risk management and ultimate approval or rejection are carried out by EC or Member
States, not by EFSA.
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Food domains and EFSA guidance

Food domain

Food Contact Materials

Food Improvement Agents
Genetically Modified Organisms
Feed Additives

Nutrition

Decontamination Substances

Novel Foods

Guidance

Regulation and guidance
Regulation and guidance
Regulation and guidance
Regulation and guidance
Regulation and guidance
Regulation and guidance

Regulation and guidance

Authorisation process
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7.1 Validation checks

PRE-SUBMISSION PHASE SUBMISSION PHASE

SSMENT PHASE RISK MANAGEMENT PHASE OUTCOME

ALIDATION PHASE

After submission, the Applicant receives acknowledgment by email. The ESFC platform
will direct the dossier to the selected MS-CA or EC (depending on the domain), which
after an initial administrative or completeness check may request EFSA to proceed.
The validation phase that follows determines whether the dossier contains the correct
information components and studies, and whether it complies with the Notification of
Studies (NOS) requirements.

For Novel Foods and FIA domains where EFSA carries out the suitability check, EC,
based on EFSA’s suitability outcome, may determine a dossier to be 'Non valid' due

to 'NOS non-compliance' or 'Other reasons'. The EC decision on the non-validity will
appear in the overview together with the reason. For all other domains, EFSA's outcome
decision will appear directly on the overview.

Such a NOS failure will result in a 'non-valid' status and a six-month delay until the
authorisation process will commence on the resubmitted dossier3, (in this case, see
Resubmission following NOS non-compliance [111] for the resubmission steps).

The confidentiality assessment process is not carried out during the dossier validation
phase, but only after the dossier is found to be valid.

Validation varies by domain. Most validation checks are carried out by EFSA. RFlIs are
sent through the ESFC platform, see Requests for Information [96].

NOTE
S From an applicant's perspective, all dossier interactions focus on the ESFC timeline
irrespective of which body is assessing validation, confidentiality or risk assessment.

TIP

@ Close adherence to the available EFSA guidance documents — containing templates,
formatting requirements and detail expectations — will facilitate the progress of a
dossier.

3See Regulation (EC) No 178/2002, Article 32b
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Application 'valid'

When validated, the dossier moves to scientific risk assessment. Its content makeup is
complete and the detail meets the requirements for scientific risk assessment. At this
point, non-confidential information is disseminated. EFSA, EC, or MS-CA (depending on
the regulatory framework) may begin the assessment of the confidentiality requests.

-SUBMISSION

2 |l

Food Contact
Material Application X
FCM 2020/13145 Dossier Overview

a
2]
(0}

eeeeeeeeeeeeeeee

L2020 ° vs  Application Forwarded to EFSA
uuuuuuuuuuuuuuuuu ENT
Please find 8 new dossier.

190 nl

WARNING

Validation triggers public dissemination: Information that is not subject to a
confidentiality request will be automatically disclosed after the dossier is considered
'valid' by the assessor.

Please note that content provided directly into fields (i.e, not held within uploaded files)
cannot be included in a request for confidentiality treatment. Therefore the Applicant is
required to ensure no confidential or personal data is included.

7.2 Resubmission following NOS non-
compliance

If a dossier is determined to be 'non-valid' by EFSA due to Notification of Studies (NOS)
non-compliance, the Applicant is informed. The process ends.

He/she may rebuild and resubmit a new dossier at any point thereafter, with sufficient
NOS information to meet requirements, but it will not enter the authorisation process
before a six-month blocking period has passed following the resubmission of the dossier.
The new dossier must be linked to the previously Not valid submission(s).

1. In the Administrative Data section, you must declare if the original dossier was given
a 'non-valid' status due to NOS non-compliance.
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If yes, you must then link the new dossier to the original 'non-valid' due to NOS

non-compliance dossier. If several were submitted and failed, each non-valid attempt

must be linked to the not valid dossier(s) submitted on the same novel food and
by the same applicant. The drop-down list displays possible dossiers filtered by the
status Withdrawn, Not valid and Terminated.

NF 2021/17128

NF 2021/17265

NF 2021/17355

NF 2021/23150

NF 2021/23152

If the original dossier does not appear in the list (based on Question Number and

subject), the details can be manually entered. This may occur if the Applicant contact

details or ownership have changed in the meantime.

Authorisation process

NOTE

S All new dossiers are checked against non-valid dossiers during validation (i.e. those
blocked due to NOS non-compliance) and the six-month blocking period will be
imposed if there is an undeclared match.
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7.3 Risk assessment

PRE-SUBMISSION PHASE SUBMISSION PHASE VALIDATION PHASE

OUTCOME

Assessment of confidentiality claims

RISK ASSESSMENT PHASE

EFSA analyses dossier data, any supporting studies or existing research, and it conducts
public consultations to identify whether other relevant scientific data or studies are
available on the subject matter concerned by the dossier. Interactions with the Applicant
take place through dashboard notifications and by email.

E-SUBMISSION Food Domains #  Dpominic Tumbull +
Applicant

<

Food Additives application
FAD 2020/5070

Risk Assessment Data Dossier saved at 22:50:34

Scientific field * Please read before uploading any document
Administrative Data i v
Stability of the substance, reaction and fate in foods to which the additive added o The information provided should be structured following the

different scientific fields. Please upload the relevant

Summary Upload file(s) * Add more file(s) information only on the corresponding sections.

o Analysis of data shall be presented in a clear format, using
e"d exposure data ExseieTrride i Bemovs b standardised scientific units. The raw data and the format of
the file used for the statistical analysis shall be given in an

—
ent Data ( Upload v ) (" Cancel x editable form. In case the applicant requests confidential
(L AN

)
J treatment of certain sections of the dossier, we kindly request
to attach separately the section without confidential
gement Data information
Cover Letter
© Identity and characterisation of the additive Not Appicable

Dossier History

Not Applicable

Add ot applicable justification

© Proposed specifications
© Manufacturing process [ No Documents
AUTHORISATION TYPE
Food Additives Authorisation
© Methods of analysis in food [ No Documents
APPLICATION TYPE
New Food Additive © Stability of the substance, reaction and fate in foods to which the additive added

Timeframe for risk assessment

From the moment of dossier validity, EFSA requires between four to nine months,
depending on the domain, to conduct its risk assessment. The timeframe set out in
legislation includes a clockstop procedure when extra information is requested which may
extend the process. Deadline and dossier status are displayed in the ESFC dashboard.

For more information, go to the Administrative guidance for the processing of applications
for regulated products (update 2021).
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7.4 Opinion outcome

1. An email arrives to inform the user that EFSA has adopted an opinion. The
dashboard displays a new 'EFSA Opinion' tab in the lower left pane.

-SUBMISSIONS

Food Contact
Material Application
FCM 2020/16940

Overview

Administrative Data

Public summary

Technical Dossier

FROCESS 04T

Request For Information

MEMBER STATES / COMPETENT
AUTHORITIES

2. A pre-publication notification arrives, offering the Applicant a preview of the EFSA

Dossier Overview

+  Opinion Adopted

4 Question Changed

Dead

Man

4 Question Changed

Deadline

Mandate code : M-2021-00067

Request For Information answered

% RFI extension deadline - EFSA decision

Deadline : 30

1oz @)  # RFlextension deadiine requested

position and its exact wording.

-SUBMISSIONS

Food Contact
Material Application
FCM 2020/16940

Overview

Administrative Data

Public summary

Technical Dossier

PROCESS DAT!
Request For Information

Confidentialiy Assessment

EFSA Opinion

Authorisation process

Dossier Overview

- Wil folloy o

| ..., Food ¢
Ontact Materig)g
FE;;A Opinion Adopteq
2|
020/1 6940 Fooq Contact Materialg

Dear user,

EFSA hag
ad
opted an Opinion op applicati
ioy

Pre-Notif; n FCM
Notifica ification o 1202011
EF@ACGUOH 'S received, it proyig, T for Publication of the 2940 Food Contacy Materi
>3 PIIOr 10 publishing © the opportunity o . PION. When the prg s T10r0

P
lease consult yoyr dashboarq

Forany ‘

Questions

: You may h
ANTE—FOODSVS TEM: B

Please sgng an e
King regards u

S@ec europg ¢,

4 Opinion Adopted

@ o QuestionChanged
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3. Click the 'EFSA Opinion' tab. The opinion to be published may cover multiple
files provided by EFSA. To read/download, click the 'File link'. Note the 'Comment
deadline' and the 'Expected publication deadline'.

You have an option to comment on the general wording of the opinion, prior to the
deadline. Click 'Send comment'.

0 ¢

Food Contact
Materials Application
FCM-2023-87416

EFSA Opinion

Expected publication date

G CTEEETTY 27 Soptember 2023159 AW

EFSA question number
EFSA-Q-2023-09513 &2 @ 24 August 2023 1:59 AM

Opinion published by EFSA
SiER DATA

® 23 August 20231009 AM
Overview P
Comment Deacline [ i Dosian Pre-Publication Notification
26 September 2023 1:59 AM \ s
Administrative Data
Public summary Opinion to be Published
File link
File lnk
Technical Dossier i
File Ik
Confidentiality Assessment b ‘
T 23 August 2023 10:01 AM
EFSA Opinion | opinion Adopted

Presubmission Overview

DOWNLOAD ALL FILES ZIP

4. Type your comment (using up to 20,000 characters and formatting to improve
clarity). You may upload a supporting document, which remains private. Click 'Add
comment'. The comment is sent and EFSA is informed. Note that once the deadline
has passed, the Add comment button disappears.

Paragraph

20,000 characters
formatting options
attach a supporting document.

Ana&:mocumenl Add comment | (XTI
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5. Comments appear on the dashboard. Now wait for EFSA's reaction.

-SUBMISSIONS

Food Contact
Material Application
FCM 2020/16940

EFoA
§ 1Fe
Pre
I nips I
§ 4 February 2021 6:00 PM
Comment Deadline Pre-Publication Notification

10 February 2021 12:59 AM

Opinion to be Published

Public summary

File link

Technical Dossier

PROC @ 20 January 2021 1:00 AM
Opinion Adopted

Req

Confidentiality sment

EFSA Opinion

6. The opinion is published. You are informed, and Risk Management begins. Now you
need to wait for the next step.

E-SUBMISSIONS

<) - “

( withrew )

Food Contact Material Application " ;
FCM 2020/16940

Dossier Overview

Request For Informatio -
T o Ssi' Publication Pre-Notification

Presubmission Overview . o .

e | Foog Contact Materiajs
MEMBER STATES / COMPETENT 2202 ° Fea Op pivion PUb'I'ShEd |

AUTHORITIES

FCM 20,
) 20/16940 Food Contact Materiajs

CM 2020/1804n

016940 Food Conay pror.
AUTHORISATION TYPE Materials |
S 10 the food systeq, support

APPLICATION TYPE
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7.5 Authorisation procedure result

The risk management conclusion will be:
+ Authorisation (new/modification/renewal) granted. You will be informed.

« Authorisation rejected. You will be informed with an explanation. A generic reason will
also be published.

* EFSA Inconclusive Opinion. Upon request from EC, the Applicant can be invited to
submit complementary information in order to complete the assessment.

7.6 Withdraw dossier

You can withdraw at any time, and you will need to provide an explanation for the
action which will be seen by EFSA. EC will be informed. Your dossier information will be
removed from the dissemination portal immediately. See EFSA's Practical Arrangements.

How to withdraw your dossier

1. At any phase the Applicant can click 'Withdraw' to end the process.

2. An explanation dialogue appears, showing the current phase and following phase.
Input an explanation. Click 'Complete action'.

Dossier FCM 2020/16990: Validity Confirmed

Comments

Provide a reason for withdrawal. This is not disclosed,|

. Complete action lm ‘
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3. The badges and dashboard confirm that your decision has been implemented. The
process has ended.

Food Contact Material Application Dossier Overview
FCM 2020/16990

03/03/2021 ° sppic: - Withdrawn
L0 Provide a reason for withdrawal

This is not disclosed
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8 Intellectual Property

Rights

8.1 How to accommodate IPR not owned
by the Applicant

The new provisions of the Transparency Regulation, amending among others the General
Food Law Regulation, provide for the proactive public disclosure by EFSA on its website
of all scientific studies that support any request addressed to the European Food Safety
Authority (EFSA) for scientific output, including applications for authorisations/approvals.

There may be instances however, where applications may be supported by published
studies for which the applicant does not own or cannot obtain the relevant Intellectual
Property Rights (IPRs) — i.e. copyright — for the reproduction of those published studies on
EFSA's website by EFSA. In those cases only, the Applicant needs to take notice of the
following:

* Where the Applicant supports its applications by invoking published studies, the
Applicant would need to provide risk assessors with the copies of those studies for the
purposes of the risk assessment, namely to facilitate the scientific assessment. For the
submission of these copies for EFSA risk assessment purposes, the Applicant would
need to ensure that any rights’ holder of these published studies are fully satisfied, e.g.
payment of any applicable fees to obtain a copy of the relevant published scientific
study for the sole purpose of submitting for EFSA risk assessment purposes. The
proactive dissemination of the published studies will only occur if the Applicant is in
possession of the relevant IPRs (copyright) for such reproduction on EFSA's website.
Applicants are not expected to purchase the reproduction rights of studies already
publicly available (e.g. studies published in scientific journals) in order to meet the
transparency requirements of Article 38(1)(c) of the General Food Law Regulation, as
amended by the Transparency Regulation.

+ If the Applicant does not own or cannot obtain the relevant IPRs (copyright) of published
studies for the purposes of reproduction on EFSA’'s website, the Applicant would be
required for public disclosure purposes to submit the relevant bibliographic references/
citations to these published studies indicating where these publications are available to
the public and, where available, their web links for public dissemination.
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1. By default, 'Publicly Available' is set to 'No'.

= Intended Application of Substance * (2]
Files Type Status Date
_  xencJSP12-2021 pof Publication 22/03/2021 17:01 s
- Metadata

Publicly Available @

O Yes, IRP owned/acquired O Yes, IPR NOT owned @ No

Document type @

Publication -

2. Clicking 'Yes, IPR owned/acquired' shows a reminder that publicly available
documents cannot accept confidentiality requests, therefore this file will be made
public. Please read the disclaimer presented.

d as confidential. All the I

Publicly available files cannot be claime

confidentiality treatments already requested for this file will be
automatically removed

Intellectual Property Rights 120



How to submit a dossier for EU authorisation

3. Clicking 'Yes, IPR NOT owned' will open a new field for free text, intended for
direct citations and references to the source publication. The 'IPR protected' badge
appears. This citation text will appear on the dissemination portal. The publication file
itself will only be available as part of the scientific assessment.

A Dominic Turnbull = a

applicant

( submit )

Technical Dossier
Dossier saved at 17-28:55

+ Pre-Application information a
+ |dentity of Substance * (7]
+ Physical and Chemical Properties of Substance * Q
- Inmended Application of Substance * (7]
Files Type Status Date
xeno JSP12-2021.pdf Publication Hon-confidermtia 22/03/202117:01 .
- Metadata

Publicly Available @

O Yes, IRP owned/acquired (@ Yes, IPR NOT owned O No

IPR Reference *

For publications already available to the public (e.g. studies published in scientific journals which may be
accessible upon payment of fees) for which the applicant does not have or cannot obtain IPRs for the purposes
of the proactive public disclosure requirements (i.e. reproduction of the study on EFSA's website), the applicamnt
must provide:

(&) a copy of the relevant publication. The copy of the relevant publications will be used for assessment
purposes only.

(b) and in this free text section the relevant biblingraphic references/ citations (indicating where thess
publications are available to the public and their web links for public dissemination on EFSA's website.

TIP
See the tutorial video here, which contains a section on meeting Intellectual Property
Rights requirements.
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9 ESFC dossier tracking

Throughout the submission process, users who are connected to a dossier receive
notification emails indicating activity. The emails link back to the platform dashboard.

Any activity is also flagged by the notification bell €, in date order, for all your ongoing
dossiers.

Such interactions could relate to: Completeness or Suitability checks, Requests for
Information during all phases, confidentiality clarifications, draft opinions, intensions
to disclose, sanitised file uploads, pre-publication notifications of the outcome, status
changes, clockstops, and simple acknowledgments of document receipts.

The status badges denote the current and next phase for the dossier
The dashboard timeline will update as the dossier proceeds through each stage.

Al e

ososcz @) s Suitability/Completeness Check complete g < 00 PrePuication comment |

n WARNING
As the Applicant/Notifier, you should be aware that once an actor (i.e, EC, MS-CA and
EFSA) is logged into the platform, they will see the activity timeline showing the history
and current phase of any dossier. If the dossier phase is with them, that actor can
interact via RFI. The content will also be viewable, but always in read-only mode.
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9.1 EFSA Question Number

When EC or MS-CA send the dossier to EFSA for Risk Assessment, it allocates the
dossier a Question Number (e.g. EFSA-Q-2009-12345). This appears top-left of the
dashboard. If you have dossier questions, refer to that number when you contact EFSA.
Dossiers which do not require Risk Assessment by EFSA (i.e. never forwarded to EFSA)
— for example, those Novel Foods dossiers which pass directly to Risk Management —
there will be no Question Number provided.

Through the OpenEFSA portal, the Applicant or the general public can track dossier
progress.

OpenEFSA EFSA Journal Connect
) QUESTIONS PUBLIC CONSULTATIONS EXPERTS Q Search entire site Login
WY/ersamoPEN 9

OpenEFSA portal

The single public interface for all information related to.EFSA'’s scientific work. Follow the
risk assessment process from receipt-of-the.dossier to adoption of the opinion: status of
assessments, dossier and studies (non-confidential versions), meetings agenda and

minutes, info on experts, etc...

Explore ongoing work

9.2 Timezone logic

We use Zulu time as our programming logic for deadlines, which is a digitised form of
Greenwich Mean Time (GMT), but we base the timing calculation to CET (i.e. Brussels
time). In this way, we include the timings set by EFSA for RFI deadlines, for example, or
for confidentiality request draft decision comments etc.

We set the end point of the deadline/period to midnight of the ending day. The timings
that you see displayed on the ESFC platform are then converted to your local time.
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Process
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start 0 0
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The initiation-of-process time is calculated to Brussels time.
Whatever the period — working days or calendar month — it ends at 23:59 on the final day, by Brussels time.

Evaluation period in Traditional Foods — four calendar months from when the TFN is
validated, ending midnight set to (CET) Brussels time of the ending day:

* Brussels: 01 May, 09:00 — 01 September, 23.59
* Bucharest: 01 May, 10:00 — 02 September, 00.59

Draft implementing Act comment in Novel and Traditional Foods — five working days,
ending midnight set to (CET) Brussels time:

* Brussels: Friday 06 August, 15:00 — 12 August, 23.59

» Lisbon: Friday 06 August, 14:00 — 12 August, 22.59 (note that an EFSA or EC bank
holiday would not be calculated as a 'working day')

9.3 EFSA's clockstop logic

The time delay caused by a clockstop period —

Risk Assessment Initial RFI turnaround time by i.e. the part of the period that is not factored
. . Applicant is foreseen and built into the into the legal process deadline - means the RA
(RA) timeline { egal RA process deadline deadline slips J

RFI deadline extension

Request for EFSARFI Initial RFI deadline Follow-up RFI
Information (RFI)
: : Original RA process New RA process
1. Clockstop started .
timeline aMs RSFI P end-date, without end-date, impacted
clockstop by clockstop

2. RFl extension request
from Applicant
R FI 3. Clockstop is extended
w4 Follow-up RFI sent after
/ incomplete response.
Clockstop deadline
matches RFI deadline.
5. RA deadline reflects the
clockstop pause

RFI )

U 4

10.03.2022  20.05.2022
01.01.2022 31.01.2022 20.02.2022
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Timeline for clockstop graphic

Initial RFI deadline: 31.01.2022

» During the Risk Assessment (RA) phase, the clock-stop starts upon submission of the RFI.
» Clockstop end-date is initially set at 10.03.2022.
» The applicant requests a deadline extension to reply to the RFI (if needed).

» EFSA checks the Applicant response to the RFI:
« if it is complete, the clockstop is ended from the date of submission of the RFI reply and the risk assessment process is resumed;

« ifitis not complete, EFSA submits a follow-up RFI for clarification on the incomplete reply, and the clock remains stopped. The clockstop deadline is
extended as needed in order to match the deadline for the follow-up RFI

* EFSA send a follow-up RFI with a ten-day deadline, still within the extended clockstop.

+ Once the applicant provides a complete reply to the RFI the clock stop ends from the date of submission of the reply. The RA process is resumed and the RA
deadline is recalculated on the basis of the on-hold period, and the related regulation.

For most areas (except for Health Claims), the approach would be:
* RA Legal DL: e.g. five months

» An RFlis sent and the clock is stopped after two months — three months remain of the RA DL

« A complete RFI reply is provided after one month and the clockstop can be ended.

» The RA deadline will be recalculated considering the on-hold period, i.e. adding to the clock restart date the three months that were remaining for RA.

Background to the process

EFSA's clockstop procedure takes place when EFSA manage an RFI (or ADR during Risk
Assessment).

The initial RFI deadline that appears on the ESFC timeline does not impact the overall RA
process deadline, because the need for RFls is accounted for within the 'legal deadline'

— i.e. the nine-month period stated in legislation for Novel Foods does not slip due to an
RFI. When an RFl is issued, the application just goes 'On hold'.

There will be a legal impact, however, on the overall RA deadline if EFSA start

a clockstop procedure. The situation could be such that EFSA consider that a follow-up
RFI is needed, or that there are clear gaps in the data that would take time to resolve.
EFSA provides a justification.

The RA process deadline slips, recalculated to take into account the on-hold period and
the remaining RA time based on the legal deadline. A clockstop can be extended for

duly justified reasons (e.g. deadline for RFI reply extended; to align with follow-up RFI). It
can also be ended earlier, if needed (e.g. complete RFI reply provided, and RA process
resumed). It does not automatically end once the RFl is closed.
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1. An RFl is issued by EFSA.

23/06/2021 o ersa  Request For Information - Deadline

RFI deadline : 27/06/2021 23:59

23/06/2021 @ ersa | Application On Hold JRequest For Information

Please Check the Request for information for your dossier NF-2021-31963

P Ly
[ View requests |
A

hS

2. EFSA start a clockstop. A reason is provided, and the estimated delay is added
(manually) to the overall risk assessment process deadline, which is now displayed
as a 'negotiated' rather than 'legal' deadline.

23/06/2021 ° Ersa  EFSA update

10:50

Risk assessment deadline type : Neg

Risk Assessment deadlinef 05

Deadline update justification :

The risk assessment deadline has been updated due to a clock stop event type Start

23/06/2021 o @ Clock Stop Started

=t Estimated Risk Assessment on-hold period from 23/06/2021 00:00 to 29/06/2021 23:59 |

Test change deadline

3. EFSA can extend the clockstop, and this extra delay is reflected in the RA process
deadline. A justification is provided. The Applicant can also request an extension to
the RFI deadline, and EFSA may accept this date or set an alternative date within the
clockstop period.

23/06/2021 ° EFst  EFSA update

= Risk assessment deadline type : Negotiated
Risk Assessment deadline : 07/03/2022 23:59
Deadline update justification :

The risk assessment deadline has been updated due to a clock stop event typ

Jeadline Extension

23/06/2021 o @ Clock Stop Extended

1058 Estimated Risk Assessment on-hold end date extended to 01/07/2021 23:59

NoS Failure
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4. |If, after consideration, an RFI response is acceptable, the clockstop can be ended
by EFSA, even if earlier/before its set deadline. The RA process is resumed and the

RA deadline is recalculated on the basis of the on-hold period and the remaining RA
time.

24/06/2021 ° ersa  EFSA update

Risk assessment deadline type : Negotiated

| Risk Assessment deadline : 28/02/2022 23.59

Deadline update justification

e risk assessment deadline has been updated due to a clock

24/06/2021 o @ Clock Stop Stopped

S | Estimated Risk Assessment on-hold end date : 24/06/2021 23:59

e5t

24/06/2021 ° applic. Request For Information answered
10:14

reply to RF

./ .\.
| View Responses )
M A

5. The clockstop causes a delay to the overall risk assessment completion date, which
now is labelled as 'Negotiated' rather than 'Legal’.

(<) <

Novel Foods Application ik
NF-2021-31963

Validity Confirmed

EFSA guestion number
EFSA-Q-2021-04200

Risk assessment deadline - Negotiated
28 February 2022 11:59 PM

NOTE
S During a clockstop, the RFI deadline is an 'indicator' for the Applicant to respond in a
timely manner.
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NOTE

3 Currently, EFSA cannot proceed with a dossier assessment until all RFls are 'closed’ —
i.e. responded to satisfactorily and so not requiring follow-up RFls. If an Applicant does
not respond, or fails to see the notification email, the process is effectively blocked.
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10 Dossier confidentiality

[ EC, MS-CA and Applicant informed at every step

@Publlc of non- dossier i on OpenEFSA

Dossier submitted a

Information elements N°"'::r:::’:"ﬂal
within a document

may be considered

confidential by Applicant

v

Assessor
agrees to
request — data
remains
\/ confidential

No sanitisation
required for that
data

Applicant must identify
and justify each
confidentiality request

Confidential
version

EFSA 'sanitises’ the
No non-confidential
Applicant document version,
response — as provided by

process FeopooE Applicant, if it
Confidentiality clarifications Assessor does continues [aatioatnal conl_allns one ord
not agree to T multiple rejecte
5 t:
7 X request decision requests
]

" Draft : File shared with
- / decision shared Applicant Wordingjshared Applicant prior to

with Applicant response il AT dissemination

Assessment of
each request

Applicant can request a
Confirmatory Application within
2 weeks (initiated by email) if it
disagrees with an assessor
decision

The Applicant needs to provide a confidential version of the dossier, where all

scientific data and other supplementary information supporting the application are
readable/accessible to assessors. Even in the confidential version of the application, the
information for which confidentiality is required should be identified (e.g. earmarked).

The Applicant also needs to provide a non-confidential version of the dossier,

where all data and information claimed to be confidential are marked as confidential
(blackened). However, according to the Transparency Regulation, the Applicant can
request confidentiality treatment at the lowest level of granularity possible, in order to
ensure compliance with the principle that transparency is the rule, and confidentiality the
exception to the rule.

This requires a verifiable justification for each request, demonstrating how making the
information public would potentially harm the Applicant's interests to a significant degree,
in accordance with Articles 39(2,3) and 39a of Regulation (EC) No 178/2002, as amended
by the Transparency Regulation.

The confidentiality assessment is generally carried out by EFSA, but there are some
exceptions in which EC or MS Competent Authorities carry out the assessments.

* EC: Novel Foods (in some cases). Re-evaluation of food additives, enzymes or
flavourings (removing a substance from the Community list, adding, removing or
changing conditions, specifications or restrictions associated with the presence of a
substance on the Community list), if the updates in question are not liable to have an
effect on human health.

* MS-CA: GMOs (release into the environment),

For a comprehensive description of applicable provision and procedures, refer to EFSA’s
Practical Arrangements concerning transparency and confidentiality available here, on
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which EFSA has provided additional guidance in the form of a Q&A document available
here. Click here [130] for details on how to submit a confidentiality request.

Note that a blanket request for confidentiality (for instance, covering "The entire
document") is not compliant with the applicable legal framework and EFSA’s Practical
Arrangements, and will not be accepted.

The following pages offer a practical guide to requesting confidentiality and responding to
clarification requests from assessors.

TIP
@ View the tutorial video here that outlines the confidentiality process and the separate
requirements surrounding Intellectual Property Rights.

Also visit EFSA's Confidentiality and sanitisation webpages.

10.1 How to request confidentiality

Identify all confidential elements within your documents, then establish which legal ground
underpins each request and prepare its justification. Redact a duplicate file to create the
'non-confidential version' — digitally and permanently black out content for which you are
requesting confidentiality.
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1. In the file upload fields, notice that the badge by default invites non-confidential
documents. Browse to and upload each non-confidential document. Define the
document using the metadata 'Document type' — see Appendix A [157]. Be sure
that the document is not the 'non-confidential version' of a document which contains
confidentiality requests, as these should be submitted together according to the
following steps.

= Dietary exposure Assessment

Files Type Status Date

+ Choose file Browse

2. If you have a document which contains at least one confidentiality request,
upload it here, unredacted but earmarked, and click the three dots to select
'Request confidentiality treatment'. The badge changes to 'Confidential'. If you
choose 'Update document' and you upload a new version, all the metadata and
confidentiality treatment information will disappear.

Files Type status - Request confidentiality treatment

PHoneyman Dietary Study CONF.pdf n Update documen it

- Metadata Remove document and data

3. Upload its non-confidential version. This will be proactively disseminated once your
dossier has been validated. You can carry out this step at any point — but note that it
is mandatory as a follow-up to Step 2.

Files Type Status Date

Choose file Browse [ Confidential

Grounds for confidential file

Dossier confidentiality 131



How to submit a dossier for EU authorisation

4. Define your confidential document from the 'Document type' list, see Appendix
A [157]. Please note that if the document type selected is 'Study report’, 'Certificate
of Analysis', 'Raw data’, or 'Other supporting document', then additional NOS
elements apply, as illustrated in Steps 18-21 of this dossier build [34].

Files Type status Date

- PHoneyman Dietary Study CONF.pdf

Publicly Available

Study Report [ Confidential ] 11/02/2021 16:27

O Yes @No

Document type *

et
Owner- License Information
Publication

Raw Data ntification 7
Scientific Summary
Sind . study identification *
Study Report 5f, and public confidence in, the scientific risk assessment process which is informed by applicant-provided studies, each study is required to be pre-notified for entry into the EFSA studies database

—
Summary repart any study presented in the dossier that has no such listing — i.e, there is no EFSA Study Identification — the applicant must supply a valid justification as per Article 32b(4) (EU) 2019/1381. This
it will be publicly disseminated, so please ensure that no personal or confidential data appear therein.

5. Select one ground for each confidentiality request. There may be multiple requests
for the same document.

Files Type status Date

- PHoneyman Dietary Study CONF pdf Study design Gonfidential 11/02¢2021 16:27
- Metadata
Publicly Available

O Yes ®No

Document type

Study design - | clear ‘

—  confidentiality treatment

Phoneyman non-CONF study.png 11/02¢2021 17:29

Grounds for confidential file
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6. The pull-down offers general legal grounds for confidentiality, and additional grounds
based on your food domain. Now add your Justification for requesting confidentiality
for this specific information, and in the Excerpt box paste the exact wording. This is a

text-only field, so any graphic/table should be referred to by its title and position in the
file.

Files Type status Date

- PHoneyman Dietary Study CONFpdf Study design Goridertial 11/02/2021 16:27

- Metadata

Publicly Available

O Yes @ No

Document type

Study design « | Clear ‘

Article 39(2)(a) of Regulation EC No 178/2002 - the manufacturing or production process, including the method and innovative aspects thereof, as well as other technical and industrial specifications inherent to that process.
or method, except for information which is relevant to the assessment of safety;

Article 39(2)(b) of Regulation EC No 178/2002 - commercial links between a producer or importer and the applicant or the authorisation holder, where applicable;

Article 39(2)(c) of Regulation EC No 178/2002 - commercial informatien revealing sourcing, market shares or business strategy of the applicant

Article 39(2)(d) of Regulation EC No 178/2002 - quantitative composition of the subject matter of the request, except for information which is relevant to the assessment of safety

Gre  Article 39(e)(1) of Regulation (EC) No 178/2002 - names and addresses of natural persons authoring unpublished studies any other personal data except for a. the name and address of the applicant; b. the names of

authors of published or publicly available studies supporting such requests; and c. the names of all participants and observers in meetings of the Scientific Commitiee and the Scientific Panels, their warking groups and any
other ad hoc group meeting on the subject matter.

Article 39(e)(2) of Regulation (EC) No 178/2002 - personal data (names and addresses) of individuals involved or contained in testing on vertebrate studies and in toxicological information and personal data of individuals
involved or centained in human studies, as well as the name of authors of any unpublished studies

Ground is mandatory

Justification Excerpt of the text
Verifiable and substantive justification ipsum dolor sit amgh, consetetur, sed diam nonumipsum dolor sit

Exact wording pasted here, with images referred to in the dgfument by title and position ipsum dolor sit
amet, consetetur, sed diam nonumy ipsum dolor sij

amet, consetetur, sed diam nonumipsum dolor sit ameé@nsetetur, sed diam nonumy ipsum dolor sit amet,
oretetumaeddiam nonum

€ consetetur, sed diam nonumy.

7. Inthe 'Related section' field, identify the exact position of the content for which
you are requesting confidentiality treatment — by page/section number, column,
paragraph, line, or word if necessary. Provide this document position in a sufficiently

precise manner to exclude any information that is not subject to the confidentiality
request.

Related section* @
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8. In the ‘conditions check list’ section, click the condition boxes that you deem as
satisfied for your confidentiality request. Kindly note that such condition boxes
mirror the substantive requirements listed in Article 10(b) of EFSA Practical
Arrangements on Transparency and Confidentiality, which, as stated therein, have
to be cumulatively met.

If the requirements related to the conditions “Potential harm” and/or “Novelty” are
satisfied for your confidentiality request, click 'Yes' in the respective condition boxes.
If the requirements are not satisfied, you must provide a specific reason as to why
you consider that any public disclosure would potentially harm your interests to a
significant degree in the justification box related to the relevant condition box. The
completion of the justification box is mandatory for the “Potential harm” and the
“Novelty” condition in case the boxes are not selected.

CONDITIONS CHECK LIST @

e of the document, information or data for which Yo

Potential harm (at least 5%)

Tick this box if the public di gquest confidential treatment may potentially harm

your interests to a significant degree. The harm that may sed M{ potential harm (at least 5% Yes

s annual turnover for legal persons

Tick this box if the public osure of the document, information o

ss annual earnings for natural persons for the final your interest

degree. The harm that

ality request.

entage or you are unable to caleulq

ould pr cific reason as to

2s1s to a significant degree in the justifica

Worthiness of Legal Protection (and lawful acquisition) (] Yes

. r : . . Justification *
Tick this box if the document, information or data, for which confidentij

acquired in an unlawful manner. B I

Not Environmental Information (Art 2(1)(d) of Aarhus Regulation) [

Tick th he document, information or data, for which confidenti

em 0 the environment as defined in Article 2(1)(d) of the Reg

Novelty (document not older than 5 years

Tick this box if the document, information or d which confidenti

sut the Authority up to five (5) years prior to the submission {

f the document, information or data is 1an 5 years, the box musTHOTBETIEKED, SN0 you SHOUIG Provide SPeciic reasons a5 10 Why pubie
disclosure of that infermation would st /ou on box

Not Publicly Available [ Yes

Tick this box if the document, information or data, for which confidential status is requested is not publicly available or is known only to a

limited number of persons
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9. If you have multiple requests per document, a new request can be created by clicking
'Add confidential ground'. The new request may refer to the same ground or the
same document, but they should be introduced separately.

Type

]

=

CAUTION

A If the requirements for 'Potential harm' or 'Novelty' conditions are not satisfied, do not
click 'Yes'. However, you must provide an explanation as to why you consider that any
public disclosure would potentially harm your interests to a significant degree in the
justification box.
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NOTE

g For more details on the confidentiality process, visit EFSA's "Transparency Regulation:
Practical Arrangements' page. Also visit EFSA’'s webpage on confidentiality and
sanitisation.

WARNING

Future confidentiality assessments may be triggered by the availability of new
information or new scientific understanding (see Article 39¢ of Regulation (EC) No
178/2002, as amended by Regulation (EU) 2019/1381).

10.2 Tracking confidentiality requests

EFSA issues an Assessment ID for each confidentiality request (CR). The Overview
filter enables the user to search and display a specific CR using the Assessment ID.

Confidentiality Assessment

The ID appears in the 'Process' column with a badge [150] indicating the assessment
phase. EFSA will refer to it for clarity during interactions with the applicant regarding
specific CRs.

Confidentiality Assessment

Process © Clarification Draft decision Final decision Sanitised Action

Comment
Deadline

In the above example, '2327217" is the Assessment ID. The following number sequence
'-00' relates to the cycle of that particular CR (i.e. in the case of multiple re-assessments).
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10.3 Responding to confidentiality
clarifications

We advise you to respond to clarifications requests as soon as possible. The process will
continue if you do not respond within the deadline.

1. After dossier validation, you will notice the new Confidentiality Assessment tab on
the left pane. If there are clarification requests, you will receive an email. Also the
request will appear under the notifications bell top-right.

SUBMISSIONS Notifications |

& Dossier FCM 2020/16940. Confidential
Clarification(s) requested on document(s)
{{chemicalProperties)}

Food Contact
Material Application
FCM 2020/16940 & Dossier FCM 2021/17747. Confidential
Clarification(s) reque: ent(s):
{{chemicalProperties)}

" & Dossi
[+ J Ersa Risk Assessment Clarif
{{ches

7747. Confidential
ested on document(s)

| R ° . & Dossier FCM 2021/17747. Confidential
— - Clarification(s) requested on document(s):
glanﬂca“on requested on a lichemicalPropertiesi)
onfidentiality Claj :
B i 202016940 0 o OF @PPlication FCM preusaane
Confidentiality Clarificati
P : Application Acknow d by EFSA arification
' | FCM 2020116940 requested [ contdeniaiy
s
Tech D .

A7727. Confidential
Bested on document(s).

N R *ily Claim in appiication Foyy s

MEMBER STATES / COMPETENT
AUTHORITIES

17727, confidential
Quested on document(s)
ties))

08/01/2021 ° I ADpILau ..

& Dossier FCM 2021/17727. Confidential

2. Click the 'Confidentiality Assessment' tab. This shows the section and number of
clarification requests in 'pending' state. Click the '+' to open the relevant section.

(* withdraw )

Confidentiality Assessment

Confidentiality requests overview

+ Chemical properties 4 Clarification pending
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3. You will see the file, the confidentiality request ground, and the assessor question.
Click 'Reply' to read it in full and respond. EFSA may reduce or extend the reply
deadline and provide a justification.

Note that after the deadline has been reached, the Reply button disappears.

( Withdraw

Confidentiality Assessment

Confidentiality requests overview

= Chemical properties

Documents Confidentiality requests Process @ Clarification Draft decision Final decision Sanitised Action
© Pending
Assessment
ikl Deadline
232721-00 20 Jan 2021
(cr (repy)
Assessment .
2 - quantitative Deadline:
of the 30 Jan 2021

er of th

4. Read the clarification and respond with free-text in the box below. No files can be
uploaded. Click 'Reply to clarification'. The screen will display your reply — it has
now been sent.

REC?UES'.I'AND C.iECIS-ION. / Cji'?G!I.T'IIC al propﬂs C.DNF..pd:I' T —

icle 39(2)(D) ot Regulation EC No 8/2002 - Co ercia s between a producer o porter and Z Blder, where arp able
E Lorem ipsum cras
efficitur lorem sit
4 o an
o Request for clarification Deadline extension justification: text here for ameta 'te_ posuere, [ Pending ]
8 2021 342 PN reasoning behind extension ... — 2L MOlESTIE OFC
B D el e B s ornare. Morbi
s, dignissim, quam ac
Reply )

vehicula temporhere
for reasoning behind
extension.

Clarification response, lorem ipsum lorem ipsum lorem ipsum lorem ipsum. Lorem ipsum \cfrem|

Reply to clarification | Cancel )
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5. The 'Pending' badge is replaced by 'Replied'.

( withdraw

Confidentiality Assessment

Confidentiality requests overview

Documents Confidentiality requests Process @ Clarification Draft decision Final decision Sanitised Action

Chemical prop

( Reply

Deadline:
30 Jan 2021

6. After further consideration, a draft decision for each confidentiality request arrives.

Confidentiality Assessment

Confidentiality requests overview

+ Chemical properties 2 Comment pending
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10.4 Draft and final CR decisions

The applicant receives a notification that a draft decision has been notified.

1. In the dashboard, the badges indicate the CR status. If the assessor does 'Not agree'
with the confidentiality request, a decision document is provided. The Comment
button allows the applicant to react to the decision up until the comment deadline.
When notifying the draft, EFSA may extend that deadline to comment on the draft
decision, in which case they provide a justification. Click 'Read more' to view the full
text. However, once the draft is notified, the deadline cannot be further extended.

Confidentiality Assessment

2. Input your comment, then click 'Send comment to draft decision'.

[ REQUEST AND DECISION / Chemical props - CONF.pd
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3. The final decision is signed, either 'Rejected' or 'Approved' as shown in the
dashboard. Click on the field for details.

( withdraw )

Confidentiality Assessment

Confidentiality requests overview

Chemical properties

Documents Confidentiality requests  Process @  Clarification Draft decision Final decision Sanitised Action
© [ mepted ] & o
[ Foring
@ | eioreed ]

4. You receive the notification. Through the dashboard you can now access each
non-confidential document version, now 'sanitised' by EFSA. The document(s) reflect
the assessment decisions and are unredacted accordingly.

@  sopicanTainng - (Y

Confidentiality Assessment

Confidentiality requests overview

JF.-‘ Chemical properties

Documents Confidentiality requests Process @ Clarification Draft decision Final decision Sanitised Action
Pory [ Fevied ] =D
E
D e D
: @
X7 O Study non-cont
= <D —
@D
. [ mepied ] « [ 1ecvoned |
E

Dossier confidentiality 141



How to submit a dossier for EU authorisation

5. Each 'sanitised' document also appears in the relevant section, positioned directly
under the non-confidential version it is replacing.

— Individual Substance * 1 confidential fil: J 1 non confidential file JN 7]

Individual Substance
No

Adding a file is optional

Files Type Status Date
+ Data file - non conf. pdf Scientific Summary 09/04/2021 1506
- Data file - confidential.pdf Publication 09/04/2021 1511

+ Metadata

—  Confidentiality treatment @

Non confidential file

Data file - non-conf version.pdf 09/04/2021 15:28

LR . B . - . .
h EFSA submitted a sanitised version for this non-confidential document Sanitised- version.ppix

WARNING

If an Applicant disagrees with a single opinion to disclose the content subjected to

a confidentiality request, they can also withdraw the dossier from the process. The
top-of-page 'Withdraw' button applies to the entire dossier, not just that particular
document or request. Following a withdrawal, all non-confidential content submitted will
be removed immediately from the dissemination portal (see Withdrawal [117]).

10.5 Decision reassessments

Two processes can trigger a reassessment of a final decision taken by EFSA on a
confidentiality request (CR): a Confirmatory Application (CA), and a reassessment under
Article 39c Regulation (EU) 2019/1381.

» The Applicant can only submit one CA on each CR decision level (Final Decision,
Article 39c reassessment and decision on the confidentiality requests submitted in the
framework of the additional data requests).
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+ EFSA can initiate unlimited reassessments under Article 39c.

Information remains redacted
for that CR.

The Applicant can choose to initiate a
reassessment at each stage, once,
following a negative decision.

EFSA may reopen a positive assessment
outcome, based on Article 39¢c grounds.

CR accepted Article 39¢

reassessment
by EFSA (Art 39 C)

Applicant

1x Article 39¢

Confirmatory
Application
(Art 39 CA)

CR rejected 1x Confirmatory
Application

Applicant by EESA o

o Content unredacted.

The reassessment track is displayed on the ESFC confidentiality assessment
dashboard. This is accessed by the Applicant via the left-pane tab, providing the same
functionality as during the initial clarification and decision-making process for each CR.

PROCESS DATA

Request For Information

Confidentiality Assessment

EFSA Opinion

Presubmission Overview
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10.5.1 Article 39c re-evaluation

REGULATION (EU) 2019/1381 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 20 June 2019

on the transparency and sustainability of the EU risk assessment in the food chain and amending Regulations (EC) No
178/2002, (EC) No 1829/2003, (EC) No 1831/2003, (EC) No 2065/2003 /w27 =777
Article 39¢
e fality
Review of confidentialit} o 4 as been
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Pursuant to Article 39¢c, where EFSA identify information that forms part of the
conclusions of its scientific outputs relating to foreseeable effects on animal health, human
health or the environment, and confidentiality decisions awarding confidential status to
that information were already issued, EFSA must review these previous confidentiality
decisions (i.e. not limited to the accepted requests) to verify whether information that has
been previously accepted as confidential must nevertheless be made public.

The re-evaluation may result in a sanitised file after the opinion is adopted.

A negative (i.e. rejected) CR outcome of an Article 39c re-evaluation may also be
challenged by the Applicant through a Confirmatory Application. If the outcome is positive
(i.e. the CR is upheld), the result may again be reassessed under Article 39c by EFSA. All
actors are informed when a new sanitised file is created.

NOTE
S See Article 14 in EFSA's Practical arrangements concerning transparency and
confidentiality

10.5.2 Confirmatory Application

An applicant may challenge a negative (i.e. rejected) adopted CR decision through

a Confirmatory Application (CA) during a two-week window after notification of the
reasoned decision, pursuant to Article 39b (2). The Authority has three weeks to reach a
reasoned decision on that confirmatory application. Decisions taken by the Authority, only
with regard to decisions on confirmatory application, may be subject to an action before
the General Court of the EU under the conditions laid down in Articles 263 and 278 of
the Treaty on the Functioning of the European Union (TFEU) respectively.

NOTE
g See Article 12 in EFSA's Practical arrangements concerning transparency and
confidentiality.
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The confidentiality assessment dashboard shows the progress of each CR. The CA has
a suspensive effect for the effected CRs. File sanitisation will proceed after the 14 days,
omitting those under review.

To initiate a CA, the Applicant clicks the 'Start confirmatory application' button within
the deadline. A countdown of days appears, after which this action is no longer available.
E-SUBMISSION =) Applicant FSCAP - @

(¢ «

( Withdraw )

Food Contact
Materials Application
FCM-2021-41697

Confidentiality Assessment

Overview | Start confirmatory application (RCA) (14 days left) > ‘

~ Recycling process

Opinion Adopted

Administrative Data

Public summary

Technical Dossier

Request For Information

- Confidentiality Assessment

See Hands-on reassessments [145] for the CA process.

The CA process allows for Assessor clarifications, but the draft decision is not shared
with the Applicant. The final decision cannot be challenged with a follow-up CA.

NOTE
S During a Confirmatory Application, there is no Draft Decision or commenting period
for the Applicant.

10.6 Hands-on reassessments

A Confirmatory Application (CA) is started by Applicant request, under Article 39b (2)
of the Transparency Regulation, to reassess a 'negative' reasoned decision that has been
adopted for a confidentiality treatment request (CR). The re-evaluation of a 'positive' final
decision, under Article 39c, can be started on EFSA's initiative.

Both processes can produce a sanitised file as an outcome, provided by EFSA, i.e. the
revised non-confidential version of the file to which the reassessed CR belongs. Article
39c re-runs the assessments of the entire set of CRs, including those CRs which have
been rejected and for which a CA may have already been started (or visa versa).
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These parallel assessments would consider different criteria, using different assessors.
The sanitised file resulting from the Article 39c¢ process will prevail.

A file can be sanitised multiple times, resulting in multiple versions uploaded. The
Applicant can track the assessment process and outcomes on the dashboard.

Example Confirmatory Application process

1. The confidentiality assessment dashboard shows the progress of each CR, and in
this case this RCR (i.e. a CR added during Risk Assessment). Here one request has
been rejected.

» Click the left 'Confidentiality assessment' tab to open the dashboard to view
decisions, clarification status.

* If you wish to launch a CA, click the 'Start confirmatory application’ button
within the deadline period. When notifying the final decision, EFSA may extend the
deadline to submit a confirmatory application. Note the remaining day tally shows,

after which time the option is no longer available.

» The Applicant can prepare one or more CAs, but they can only be submitted
together.

+ The CA window (right) only displays Rejected requests for confidentiality. Provide
detailed reasoning for initiating each CA reassessment. Note the waiver tick-box
below each rejection, which states that you do not wish to pursue the CA for that
rejection.

+ Click 'Submit' to inform EFSA. This has a suspensive effect for that CR/RCR. File
sanitisation will proceed after the 14 days, omitting this CR/RCR under review.

o e @
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2. The CAs initiated. The 'RCR' badge changes to 'RCA'.

« Click the '<"' symbol to see an overview of the regular CR/RCR steps and
decisions, and the initiated CA.

0

= @ rroseion e ] -]
F—

CONFRATOR! AP ICATON STARTED 0N

3. CA process follows the same pattern as CR. However, there is no Draft Decision.
Clarifications may be requested by EFSA and answered as before, within at least
three working days (and until the Final Decision is sent). In this case, the 'Rejected'
decision remains.

Process @ Clarification Dratdecison Final decicion Swiised  Action

Article 39c re-evaluation

In this example, a positive (accepted) CR has been re-evaluated under Article 39c,

and a Draft Decision is shared with the Applicant. The Applicant is not informed of the
re-evaluation until a Draft Decision is taken, or a clarification request is sent. The Authority
has three weeks in which to come to a final decision. Note that the Applicant may open a
CA on a 'rejected' Article 39c decision within a two-week window.

1. There are two CRs in the document. 1 accepted, 1 rejected.
« Click the '<"' symbol to see the CR status and stages.
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2. The positive CR is reopened under Article 39c. A clarification is sent and the
Applicant is notified by email, who responds in the standard way. The label changes
to ' CHEED ! for both CRs.

» The clarification status appears in the dashboard Clarification column.

E-SUBMISSION

© ¢
- Confidentiality Assessment

Feed Additives Application
FEED-2021-41555

Overview
Confidentiar:

= Existing authorisation under GMO legislation nt'a,'ty = C,ariﬁCan‘OH

Confidentiality Request

Documents requests Process @  Clarification

confidential GLPpdf

Feed Additives
FEED~202141555

Administrative Data

confidentialGLPpdf
Public summary

Onfidentiaiity Clajm iq
Technical Dossier

application Fggp,

e —
| Please consy
PROCESS DATA .

I1your dashboarg )

Request For Information + PMMP

Confidentiality Assessment

+ List of annexes, ref

EFSA Opinion

3. The Draft Decision is made for each ART39CR. The '<"' shows the clarification steps,
and also present the comment button. Note that you may need to scroll down.

E-SUBMISSION

Confidentiality Asses:
EX  Feed Additives Application
FEED-2021-41555

=D CEE

Teshnical Dossier p ese REQUEST AND DECISION / conficentialGL pdf
REQUEST AND DECISION / confidentialGLPpdf 2] L=1

onfidentiainy A

EFSA Opinion @ rou

an @ @
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T
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4. The Applicant is notified of the Final Decision — in this case, the previously accepted
CR has been rejected. The file has not yet been sanitised because the Applicant may
initiate a CA.

suBmasson - - ®
REQUESTAND DECISION / c jential pdf
nnnnnnnnnnnnnnnnnnn .
.

5. As above, if you wish to launch a CA, the Applicant clicks the 'Start confirmatory
application’ button within the deadline shown EEEEESEEEEED The CRs in
question are not impacted by document sanitisation until the CA process is
concluded. Then the decisions are incorporated into a new sanitised file, if necessary.
* Provide the reason for the CA.

Click to confirm you do not wish to initiate a CA on the other negative final
decisions displayed.

Click 'Save' to return later, or click 'Submit' to proceed immediately. The ©
label is replaced with a CEEED

TION FOR ART39CR I

The confirmatory application is only available on confidential requests rejected following explicit decision notified by EF SA or the Commission.
ot

CONFIRMATORY APPLI

Deadline to submit : 26/11/2

02;

y. Please note that, if you don't s confirmatory application within the legislative deadline of two week ore have the right to do

or modify it unless requested to do so by the competent authority, and that no mandatory consultation with the applicant on a draft decision is

Section Document Confidentiality request Confirmatory application request

List of annexes, confidentialGLPpdf  Artic
references and
checklist

by clicking on this box, | understand | waive the right fo submit a confirmatory application pursuant to
Asticle 39b of Reguiation (EC) No 178/2002

cle 39(2)(a) of Regulation EC No

Following the Art39c re-evaluation, we dispute the overtuming of the Final Decision for this CR.
Reasoning detailed here

I and industrial
0 the assessmer

O by clicking on this box, | understand | waive the right to submit a confirmatory application pursuant to
Article 39b of Regulation (EC) No 178/2002

Existing authorisation confidentialGLPpdf  Article 39(2)(a) of Regulation EC No 178/2002 - The manufacturing or production process, including the
under GMO legisiation method and innovative aspects thereof, as well as other technical and industrial specifications inherent to
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6. The ART39CA process continues to a final decision (with no draft decision). It is
identical to the CA process.
In this case the decision remains negative, and the non-confidential file version
is sanitised and uploaded to the dashboard, the ESFC dossier section and to
OpenEFSA.

Confidentiality Assessment
Overview

= Existing authorisation under GMO legislation

Confidentiality
Documents requests Process @  Clarification Draft decision Final decision Sanitised Action

confidentialGLP.pdf ART39CR € i [ Not agree ] aft decisior cled  CEED
production process
including t
confidentialGLPpdf arification sent Repled draft decisic ey .
===
+ PMMP

+ List of annexes, references and checklist

7. Inthe case of a positive ART39CA outcome (i.e. the confirmatory application
overturns the ART39CR reassessment outcome), EFSA may re-open that
assessment by initiating another ART39CR.

The '<"' button provides the process in detail, with an Archive accordion containing
the full assessment history.

REQUEST AND DECISION / enunturi-obmj2020.pdf
" 9 ¢ 1 178/2000 - Tr S
QUICK NAVIGATION

[foee ]
1
@ Final decision o o o
Draft decision Ligre:)
7
ent
n Decison.CR_EFSAQ2025.01251,19877.262400 o
() il decision oD
@ Droftdecision
@ Final dec =D
'CONFIRMATORY APPLICATION STARTED (ART39CA)
CONFIRMATORY APPLICATION STARTED (ART39CA) o Reason for confirmatory application

10.7 Dashboard badges

Process badges in the Confidentiality Assessment dashboard

@ - confidentiality Requests: these are reviewed during Suitability Check phase.
If found to be eligible, they are primed to appear in the Confidentiality Assessment

Dossier confidentiality 150



How to submit a dossier for EU authorisation

platform at dossier validation. This enables the confidentiality assessment process to start
immediately. If ineligible, the Applicant may be contacted by RFI.

— Risk Assessment Confidentiality Requests: confidentiality treatment requests
attached to information within new documents provided during Risk Assessment (i.e.
responses to EFSA Additional Data Requests). The RCRs become visible in EFSA's
assessment platform after Risk Assessment has been completed (i.e. output Adopted/
approved), and only then will assessment on the RCR set begin.

€D - confirmatory Application for CR: triggered by the Applicant within two weeks of
a final negative decision, with no Draft Decision step.

— Confirmatory Application for RCR: triggered by the Applicant within two weeks of
a final adopted reasoned decision, with no Draft Decision step.

— Re-evaluation under Article 39c: initiated after Risk Assessment, opening all
CR decisions within the same document to reassessment.

— Confirmatory Application on Art39CR: standard CA process for a negative
decision, including a draft decision.
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11 Transparency

The provisions for the transparency and sustainability of EU risk assessment (the
‘Transparency Regulation’) are laid out in law, Regulation (EU) 2019/1381, and are
integrated into the e-submission system, which enables legal compliance when submitting
a dossier. The Transparency Regulation entered into application on 27 March 2021.

Upon validity of an application or notification, the non-confidential version of the dossier
as submitted by the applicant or notifier is disseminated on the OpenEFSA portal.

After confidentiality assessment, the revised (‘sanitised’) versions of these files are
disseminated as well. Data accepted as confidential is not disclosed.

The general public has access to the non-confidential versions of dossiers which inform
the risk-assessment process. Third parties (stakeholders and the Public) are consulted on
these.

11.1 Public dissemination

The ESFC platform integrates the transparency regulation requirements for each domain
during the input of dossier information. The platform has been developed so that
information that is not considered to be confidential by the Applicant will be automatically
disclosed after application validation on the OpenEFSA portal.

Accessing disclosed information

Wefsamoren

Questions

59 results found

e d Contact Materials - EFSA-Q-2022-00306

emove all filters)

Martogg Group VACUREMA Advanced

Last updated on: 06/03/2023
Status: Ongoing Risk Assessment

Food Contact Materials - EFSA-Q-2021-00179

Request for safety evaluation of OLA8 Oligomeric Lactic Acid to be used in plastic materials
and articles in contact with food

Last updated on: 03/03/2023 D Clockstop expected
Status: Ongoing Risk Assessment until 17/04/2023

00d Contact Materials - EFSA-Q-2022-00187

ISKO_Gneuss4

fated on: 03/03/2023 BlClockstop expected

Biological Hazards - EUSR zoonoses

The OpenEFSA dissemination portal lists ongoing and previous submissions. Click on the
Question Number to access the overview page.

The EFSA Question overview page contains the follow features:
+ The 'Subject' is the subject of the assessment as it was input through the 'Subject of

request' field of the ESFC platform (shown in Step 6 here [14]).
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is available.

the Risk Assessment.

The 'Studies and Evidence' section displays the details related to the Notification of
Studies linked to that dossier, as well as some additional documents produced during

The 'Upcoming activities' section will inform you on upcoming events like Panel or

Working Group meetings, related to this application.

The 'Timeline' box reflects the dossier's status in the authorisation process. This

mirrors the ESFC overview timeline.

FOOD CONTACT MATERIAL

'General Information' collates the dossier's essential identifiers.

o Share @ Print Question

Substance to be used in plastic materials

EFSA-Q-2021-00160 | Status: Intake

Subject

Lorem ipsum lorem ipsum lorem ipsum lorem ipsum. Lorem ipsum

lorem ipsum lorem ipsum lorem ipsum

Output

No Output has been formed yet for this question

Studies & Evidences

No Studies or Evidences Available

Upcoming Activities

No Activities Available

Click the dossier number to display the dossier's structure, data, and access non-

Last updated: 07/01/2021

Timeline

07-01-2021
Dossier Received

General Info

Applicants

DLW SIT 07102020-1 Third Party Applicant 1
© Presubmission advise

Question number

EFSA-Q-2021-00160

Question type
Application

Process type
Application

Application type
Application for the authorisation of a new
substance

Dossier number
FCM 2020/16759

confidential supporting information.

Transparency
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~ efsam | open Home  Quesions  Experts  Calendar
e i =

€ Question details « Share ) Download as zip

FCM 2020/16759

* Nede A - Administrative Data

Dossier numb:

Node A1 - Existing authorisations at WS level
Node A2 - Existing Authorisations in non-E countries
» Node A3~ Data sharing agreement in place
» Node A4 - Cover letier
* Node B - Public summary
» Node 8.1 - Public Summary

* Node G- Technical Dossier

Node C.1 - Pre-Application informaticn

+ = Node C.2 - Identity of Substance

+ Node C.3 - Physical and Chemical Properties of Substance
Node C.4 - Intended Application of Substance

» Node C.5- Data on Migration of Substance

*» Node C.6- Data on residual content of substance in the food contact mate
£ Node C.7 - Microbiological properties of substance
+ Node C.8 - Taxicological data

Nade C.9 - List of annexes, references and checklist

Q Login

General info
Regulated Domain

Food Contact Material

Substance to be used in plastic materials

Receivers

Application type

Application for the authorisation of a new substance

Regulatary type

1935/2004, 1012011
Senders

= Mame Hera plc (Applicant)

Product

Lorem ipsum lorem ipsum lorem ipsum lorem ipsum. Lorem ipsum lorem ipsum lorem
ipsum lorem ipsum.

Components

No name specified

Class type
SUBSTANCE

\dentifiers

301121200 @) ea Validity Confirmed
13:22

Transparency
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12 Video tutorials and

support

Are you a new user and looking for a better understanding of how the ESFC platform
works? Watch our hands-on tutorial videos by clicking the link above each icon or visit
EFSA's 'Applicant Toolkit' webpage for more details on their support and activities. This
EC support page outlines the Implementation of the Transparency Regulation.

@ Introduction to the process & Preparing your dossier

EEEEEEEEE lllIlll

Introduction to e-submissions

— A8 tues are requieed,

& The validation process & Interactions and confidentiality

g Inte ractlcms & confidentiality

@ Opinion adopted and publication & Managing confidentiality requests

Opinion-adopted tutorial Confidentiality

= ] |
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If you did not find what you were looking for, contact us directly: sante-e-submission-
food-chain@ec.europa.eu
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Appendix A Metadata

The Applicant must categorise each uploaded file using the 'Document type' dropdown
menu, based on the following:

Certificate of analysis

This refers to the Certificates of Analyses that confirm that a product meets its product
specifications, often required in different dossiers.

Checklist

This refers to the EFSA Checklist for the dossier requirements. If this is needed for your
sector, the respective EFSA Administrative Guidance documents will give you instructions
for its format.

Code for statistical analysis

This document type can be used for files containing the code used for statistical
computing and graphics (e.g. R code, SAS, Python etc.).

Copyright licence

This refers to the licences by which the copyright holder grants permission for others to
use material protected by copyright (e.g. published peer-reviewed studies).

Cover letter
This is used for the Cover Letter to the dossier, if required by the specific sector template.
Data sharing agreement/access letter

This refers to the written agreements between current and previous applicants that allow
EFSA to access previously submitted data on the subject matter of the current application.

Flow chart

This refers to the graphical representation of flows or processes, often used to describe
the manufacturing/production process, if required.

Graph/Image
This document type can be used for graphs and images provided in the technical dossier.
Laboratory accreditation certificate

This refers to the Certification given to a laboratory, confirming that it complies with certain
quality standards, and can be used to support the application.
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List of annexes

This refers to the detailed index (List) of all non-previously published files provided in the
dossier. If this is needed for your sector, the respective EFSA Administrative Guidance
documents will give you instructions for its format.

List of references

This refers to the detailed index (List) of all publish studies or other publications provided
in the dossier. If this is needed for your sector, the respective EFSA Administrative
Guidance documents will give you instructions for its format.

Literature search

This refers to document describing the methodology (strategy, inclusion-exclusion criteria
etc.) and results of the literature search performed in support of the application.

Other supporting documents

This document type can be used if the already available document type options cannot
describe the submitted file.

Publication

This refers to the published studies, peer-reviewed articles or other publications and
references provided in the dossier, used to support the application.

Raw data

This document type can be used for files containing raw, unprocessed, and non-
aggregated data collected as a result of an original investigation.

Scientific summary

This refers to the detailed/scientific summary of the dossier, to be used if required by
the specific sector template (this summary may contain confidential information); to be
distinguished from Public Summary which cannot contain confidential information.

Study report
This refers to the unpublished study reports used to support the application. This
document type will trigger some additional data requirements (e.g. notification IDs, Study

type, Guideline, Authors etc.) and will support the applicant in complying with the Practical
Arrangements on the Notification of Studies.

Technical dossier text
This refers to the Technical Dossier main text, summarising the information required in

each one of the respective sections. It is usually accompanied by various annexes and
references cited therein.
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pendix B Authorisation

PRE-SUBMISSION PHASE

...this generates EFSA system
identifications which may be used
during the submission phase on the

The Applicant pre-notifies EFSA
of planned studies and may
request pre-submission advice

ESFC platform
Applicant
Pre-notification Pre-submission
of studies advice

EFSA-2021-00001234
EFSA-ID-2021-123456

SUBMISSION PHASE

The Applicant interacts only through
the ESFC platform to prepare and
submit their dossier for all domains

et
Applicant

\ESFC4

The EC or a Member State Competent

Authority are forwarded the dossier to
assess its conformity with sectoral '
legislation. Request for information N
(RFI) may be sent

B2

EC Ms-CA

EFSA performs a completeness/suitability check
to ensure its content is valid for scientific assessment

Applicant

Authorisation

RISK ASSESSMENT PHASE

Dissemination
of non-confidential
information

Dossier validity triggers the EFSA risk assessment CTLISEAREL
phase - it marks the dissemination of non-confidential

and lity claim

0:5:0

EC prepares and drafts legislation
based on EFSA’s opinion

drafting legislation

OUTCOME

EU-wide legislation
is published

\4
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